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I. INTRODUCTION

The identification of animals has a long history in the United
States. Since the late nineteenth century, livestock producers have
used brands to mark their animals. Ear tags and other marks now
identify individual animals or animals from a specific producer, but
not all livestock are identified to facilitate traceability.
Recent developments have enhanced the need for both reliable
identification of animals and the ability to trace those animals from
premises of origin to slaughter. These include discovery of transmissible Bovine Spongiform Encephalopathy (BSE) in the United
Kingdom (UK) in 1986 and the epidemic of foot and mouth disease
in the UK and elsewhere in Europe in 2001. More recent international outbreaks of other contagious livestock diseases, including
avian influenza and bluetongue virus, are added causes for concern.
Moreover, since 2001, fears of bioterrorism-especially an attack on
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the agriculture and food system-have increased in the United States
(US), and the ability to trace animal disease will be an important
component of a national system designed to minimize the impact of
a biological attack.'
The discovery of BSE in Canada and the US in 2003 made a
dramatic impact and triggered several important developments.
Bans on US beef in a number of nations followed the discovery and
had economic impacts for the meat industry. Indeed, during 2006,
some level of trade ban or restriction on US cattle or beef products
continues in sixty-five nations.3 Both the Food and Drug Administration (FDA) and the US Department of Agriculture (USDA) enacted regulations to prevent transmission of BSE and to protect
human health. In addition, the USDA intensified its efforts to develop a comprehensive system to trace food animals, the National
Animal Identification System (NAIS).
Animal identification and traceability are important elements in
a system of measures designed to protect the safety of the nation's
food supply and to ensure that the US can offer products acceptable
to trading partners. Meat is an important component of the American diet, so meat safety is critical. Per capita consumption of beef in
2005 was 42.8 kilos; pork, 29.3 kilos; broiler meat, 45.4 kilos; and
turkey, 7.6 kilos. Similar consumption patterns are forecast for
2006 and 2007.4

1. Press Release, USDA, Mike Johanns, Transcript of Remarks to the International Symposium on Agro-terrorism, Kansas City, MO (No. 0386.06, 27 Sept.
2006). See the Animal Enterprise Terrorism Act, Pub. L. No. 109-374, 120 Stat 2652
(2006) (to be codified as 18 U.S.C. § 43, Force, violence, and threats involving animal enterprises).
2. See Michael B. Abramson, Mad Cow Disease: An Approach to its
Containment, 7
J. HEALTH CARE L. & POL'Y 316, 317 (2004) (identifying several developments, including enhanced consumer and public awareness of BSE).
3. See generally Kenneth H. Mathews, Jr., Monte Vandeveer, & Ronald Gustafson, An Economic Chronology of Bovine Spongiform Encephalopathy in North
America (USDA, LDP-M-143-01, June 2006).
4. Foreign Agriculture Service (FAS), USDA, Livestock and Poultry: World
Markets and Trade 20-22 (Cir. DL&P 2-06, Oct. 2006). Data for 2005 are preliminary. Only Argentina, among reported countries, leads the US in per capita beef
consumption. Id. at 20.
A recent USDA publication examined retail beef purchases in light of the US
discovery of BSE. The study found that "the magnitude of responses in the market
was difficult to estimate precisely, but the duration was clear: within 2 weeks, consumers were behaving exactly as they had before the announcements" about BSE.
FRED KUCHLER & ABEBAYEHU TEGENE, DID BSE ANNOUNCEMENTS REDUCE BEEF
PURtcHASEs? (USDA, ERS Rep. 34, Dec. 2006).
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Exports of meat continue to be significant for US trade. For
2007, exports of pork are projected to reach 1.4 million tons; poultry, 2.5 million tons.' The US had an 18% share of the global beef
and veal market in 2002 and 2003. As a result of BSE, however,
beef and veal exports dropped dramatically after 2003, 7 leaving only
a 3% share in the 2004 global market. Because major trading countries have now lifted some of their restrictions on US beef, trade has
now improved, and beef exports for 2007 may reach 680,000 tons, a
30% increase over the estimate for 2006.
Animal identification and traceability can help to protect the
livestock industry and its global markets from BSE and from contagious diseases like foot and mouth disease. Because the discovery of
BSE in the US focused the need for a reliable system of animal identification and traceability, this article discusses NAIS in the context
of BSE. The article first discusses BSE in cattle and its impact on
humans, followed by a discussion of USDA efforts to test cattle. A
summary of regulatory responses to BSE by the USDA and the FDA
follows. Turning to the subject of traceability, the article discusses
the importance of traceability, both in general and for animals, and
look briefly at traceability in Canada and Australia.
The article then describes the US National Animal Identification System, developed by the USDA. The system, according to
USDA, offers important benefits to producers, whose participation
will help to protect premises and livelihoods, reduce hardships
caused by disease outbreak, and protect access to markets.9 The
article discusses development of the components of NAIS and raises
important issues" connected with NAIS. Should the system be
mandatory or voluntary? Does NAIS affect liability of producers?
Can NAIS protect the confidential business information of producers?

5. FAS, supra note 4, at 1.
6. Id. at 3.
7. See Charles E. Hanrahan & Geoffrey S. Becker, Mad Cow Disease and U.S.
Beef Trade 1, CRS Report RS21709 (updated 30 Mar. 2006).
8. FAS, supra note 4, at 3.
9. Animal and Plant Health Inspection Service (APHIS), Top Reasons to Participate in NAIS, http://animalid.aphis.usda.gov/nais/about/top-reasons.shtml
(last visited 26 Mar. 2007).
10. An important issue is "how to address consumer concerns about food safety
related to BSE effectively without drastically disrupting the current domestic meat
production and processing systems."
DeeVon Bailey, James Robb, & Logan
Checketts, Perspectives on Traceability and BSE Testing in the U.S. Beef Industry, 20(4)
CHOIcEs 293, 293 (2005).
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II. BSE - SOME BACKGROUND
A. BSE
1. Prevalence
"BSE is a transmissible, slowly progressive degenerative disease
of the [central nervous system] of adult cattle. This disease has a
prolonged incubation period in cattle following oral exposure (two

to eight years) and is always fatal."" BSE is a type of transmissible
spongiform encephalopathy (TSE).'2 TSEs are fatal "progressively
degenerative central nervous system . . . diseases of man and animal."" TSEs occur in several animal species, e.g., BSE in cattle,
scrapie in sheep and goats, transmissible mink encephalopathy in
mink, and chronic wasting disease in elk and deer. 4
BSE is considered transmissible rather than contagious, though

infected cows sometimes deliver calves with BSE. 15 Epidemiologists

11. FDA, Proposed Rule, 62 Fed. Reg. 552, 556 (3 Jan. 1997). See also WHO,
Bovine spongiform encephalopathy, Fact Sheet No. 113 (Nov. 2002),
http://www.who.int/mediacentre/factsheets/fs113/en/ [hereinafter WHO, BSE].
12. According to the WHO,
The nature of the TSE agent is being investigated and is still a matter of
debate. According to the prion theory, the agent is composed largely, if
not entirely, of a self-replicating protein, referred to as a prion. Another
theory argues that the agent is virus-like and possesses nucleic acids which
carry genetic information. Although strong evidence collected over the
past decade supports the prion theory, the ability of the TSE agent to form
multiple strains is more easily explained by a virus-like agent.
WHO, Variant Creutzfeldt-Jakob disease, Fact sheet No. 180 (Nov. 2002),
http://www.who.int/mediacentre/factsheets/fs180/en/ [hereinafter WHO, vCJD].
A recent publication identified viral particles and suggested that "a virus, rather
than prion proteins, is the cause of mad cow disease in animals and CreutzfeldtJakob disease in humans." Misha Milhailova, Yale M.D. makes leap in mad cow research, YALE DAILY NEWS (7 Feb. 2007. See Laura Manuelidis et al., Cells infected with
scrapie and CreutzfeldtJakob disease agents produce intracellular25-nm virus-like particles,
104(6) PRoc. NAT'L ACAD. SCI. 1965 (6 Feb. 2007).
A USDA Agricultural Research Service project evaluated cattle that were
genetically modified to be free of prions. Preliminary results observed no adverse
effects on the health of the cattle. Jfrgen A. Richt et al., Productionof cattle lacking
prion protein, NATURE BIOTECHNOLOGY, advance online publication, 31 Dec. 2006
(doi: 10.1038/nbt1271), http://www.nature.com/nbt/.
13. 62 Fed. Reg. 552, at 552.
14. Id. at 554. Feline spongiform encephalopathy is another TSE.
15. WHO, UNDERSTANDING THE BSE THREAT 11, WHO/CDS/CSR/EHP/2002.6,
http://www.who.int/crs/resources/publications/bse/BSEthreat.pdf (last visited 26
Mar. 2007) [hereinafter WHO, UNDERSTANDING].
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in the UK suspected that BSE in cattle was linked to feed that contained rendered protein from sheep infected with scrapie and cattle
infected with BSE."6 The World Health Organization (WHO)
agreed, stating that consumption of contaminated feed transmits
BSE.' 7 Infectious products include "rendered animal proteins and
compound animal feed containing meat-and-bone meal,"18 sometimes described as "ground-up slaughterhouse waste." 9 Only a small
amount of infectious material, perhaps as little as a gram of brain
tissue, can transmit BSE. ° Unfortunately, as international experts
have noted, "[m]aterials potentially infected with BSE have been
distributed throughout the world through trade in cattle and certain
cattle products and by-products."2'
In 1986, BSE was first identified in the UK as a neurological disease in cattle. Though BSE has been reported in a large number of
countries, the majority of confirmed cases have occurred in the
UK.' As of July 2007 in Great Britain, the Department for Environment Food and Rural Affairs (DEFRA) indicated that under passive (scanning) surveillance, used for animals with clinical signs,
179,176 head of cattle on 35,413 farms had been confirmed to have
BSE, and 214,409 cattle had been slaughtered, most since July 1988.
Active (targeted) surveillance of slaughtered and other animals confirmed another 1868 cases since 1999. Since 1996, the number of
cases confirmed each year has declined significantly, with only 15
confirmed in 2006 and 3 so far in 2007 through passive surveillance
and 89 in 2006 (of 598,666 tested) and 25 so far in 2007 through
active surveillance.23

16. See 62 Fed. Reg. at 560, 562.
17. WHO, UNDERSTANDING, supra note 15, at 11.
18. JOINT WHO/FAO/OIE TECHNICAL CONSULTATION

ON BSE: PUBLIC HEALTH,
ANIMAL HEALTH AND TRADE: CONCLUSIONS AND KEY RECOMMENDATIONS 4 (OIE Head-

quarters, Paris, 11-14 June 2001), http://whqlibdoc.who.int/publications/2001/
9290445556.pdf [hereinafter WHO/FAO/OIE].
19. Dennis Normile, First U.S. Case of Mad Cow Sharpens Debate Over Testing,
SCIENCE 156, 156 (9 Jan. 2004).
20. WHO, UNDERSTANDING, supra notel5, at 3, 14.
21. WHO/FAO/OIE, supra note 18, at 4.
22. WHO, BSE, supra note 11. Other European countries with the most cases
are France, Germany, Ireland, Portugal, Spain, and Switzerland. Id.
23. Animal Health and Welfare, DEFRA, BSE-GB weekly cumulative statistics, 27
July 2007, www.defra.gov.uk/animalh/bse/statistics/weeklystats.htrnl.
Another
source indicated that as of 1 September 2006, 183,139 cases had been confirmed in
the UK. DEFRA, BSE: Frequently Asked Questions, www.defra.gov.uk/animalh/
bse/faq.html (last visited 26 Mar. 2007).
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In the European Union (EU), an expanded monitoring program started in 2001 has tested over 51 million cattle. In 2005, the
first year that all 25 Member States participated in monitoring, more
than 10 million cattle were tested, and 561 tested positive for BSE;
87% of these were among high-risk animals and healthy slaughtered
cattle tested by active surveillance."4 Infected cattle were found in 16
of the then-25 Member States.25
Regulators in the US and Canada responded to the BSE crisis
by implementing protective measures, including bans on ruminant
proteins in feed.2 6 Nonetheless, BSE was discovered in North America when an infected cow was diagnosed in Canada in May 2003.7
In December 2003, the US discovered BSE in a 6 1/2-year-old cow located in Washington, but imported in 2001 from Canada. Subsequently, the US confirmed that a 12-year-old Texas cow (June 2005)
and a 10-year-old Alabama cow (March 2006) tested positive for
BSE. 8
Since May 2003, Canada has confirmed BSE in ten animals. In
February 2007, Canada identified its ninth case, a six-year-old bull in
Alberta. The bull, born after Canada's 1997 implementation of a
ban on ruminant proteins in animal feed, is likely to have been infected early in life." Canada's eighth case of BSE, identified in August 2006, was an eight-to-ten year old beef animal in Alberta,
probably exposed before or shortly after the 1997 feed ban." The
seventh cow, also from Alberta, was diagnosed in July 2006. The
dairy cow did not show clinical signs of BSE and had died from mastitis, but at 50 months old, she was the youngest Canadian animal to
24. DIRECTORATE-GENERAL FOR HEALTH & CONSUMER PROTECTION, REPORT ON
THE MONITORING AND TESTING OF RUMINANTS FOR THE PRESENCE OF TRANSMISSIBLE
SPONGIFORM ENCEPHALOPATHY (TSE) IN THE EU IN 2005, at 1 (2006). In addition,
2906 sheep (of almost 350,000 tested) and 989 goats (of 265,000) had TSEs. Id.
25. Id.
26. See infra text accompanying notes 108-110, 127-138.
27. For a detailed chronology of BSE-related events, from Nov. 1986 to 27 July
2006, see Geoffrey S. Becker, Bovine Spongiform Encephalopathy (BSE, or "Mad
Cow Disease") in North America: A Chronology of Selected Events, CRS Rep.
RL32932 (updated 27 July 2006).
28. USDA, BSE Chronology: Key USDA Actions Related to Canada (July 2006)
http://www.aphis.usda.gov/newsroom/hot-issues/bse/content/printableversion
/BSE ChronologyCanada Final.pdf.
29. Canada Confirms Ninth Case of Mad Cow Disease, Informa Econ. Pol'y Rep.
(9 Feb. 2007). The bull did not enter the food chain. The tenth animal was a mature dairy cow. Canadian Food Inspection Agency, BSE Case confirmed in British
Columbia (2 May 2007), http://www.inspection.gc.ca.
30. Press Release, USDA, Statement by Agriculture Secretary Mike Johanns Regarding Canada's Eighth BSE Case (No. 0314.06, 23 Aug. 2006).
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be diagnosed with BSE. Canadian officials believe that the animal
was exposed by the contamination of a batch of cattle feed shipped
to the farm of origin of the infected animal."' Canadian cases, ten
since 2003 with five of those in 2006, were identified through its
national surveillance program, which tested over 117,500 cattle since
2003." Six of the ten Canadian cows were born after the 1997 feed
ban.'
BSE has had a significant effect on US beef trade. Beef exports
had increased since 1992, and in 2003, exports of beef and veal totaled $3.9 billion. US exports of beef totaled about ten percent of
production. ' After the December 2003 discovery of BSE, most important importers of US beef (e.g., Japan, South Korea, Mexico,
Canada, which accounted for 90% of beef exports) banned imports." As already mentioned, the US market share of beef and veal
declined from 18% in 2003 to 3% in 2004.' Loss of exports cost the
beef industry $3.2 - $4.7 billion in 2004, according to estimates, but
early safeguards against BSE meant that its economic impact in the
US was less serious than in the UK, for example. 7 Some improvement has occurred. For example, Japan now accepts US beef, but
only from cattle 20 months or younger.' South Korea decided to
end its ban in September 2006, and to accept boneless beef from
cattle younger than thirty months. The first shipment of boneless
beef arrived at the end of October, but a small bone fragment resulted in its rejection. In late November, a second shipment was
31. Canadian Food Inspection Agency (CFIA), BSE Investigation Reaches Conclusion (24 Aug. 2006), http://www.inspection.gc.ca/english/corpaffr/newcom/2006/20060824e.shtml. The entire batch was shipped to the animal's farm of
origin, and the animal did not enter the food supply. See also Pete Hisey, Canadian
BSE case may indicate testing regimes are missing infections (31 Aug. 2006),
http://www.meatingplace.com/MembersOnly/webNews/details.aspx?item 16464.
32. CFIA, BSE Confirmed in Alberta (23 Aug. 2006), http://www.inspection.
gc.ca/english/corpaffr/newcom/2006/20060823e.shtml.
33. Centers for Disease Control, BSE (1 Aug. 2006), http://www.cdc.gov/
ncidod/dvrd/bse/.
34. Hanrahan & Becker, supra note 7, at 1; Mathews et al., Economic Chronology, supra note 3, at 7.
35. One report indicated that the immediate effect of the discovery of BSE in
the US was a loss of about $200 million in beef products left in foreign ports or at
sea. Johanna Neuman & Evelyn Iritani, USDA Defends Its 'Mad Cow' Disease Efforts,
LA TIMES, 1 Jan. 2004, at A18.
36. FAS, supra note 4, at 3.
37. Hanrahan & Becker, supra note 7, at 5-6. See also APHIS, USDA, BSE Trade
Status as of July 28, 2006, http://www.aphis.usda.gov/newsroom/hot-issues/
bse/bse trade ban status.shtml.
38. See BSE Trade Status, supra note 37.
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rejected for three small bone fragments (7, 13, and 22 mm) in 3.2
tons of beef; in early December, a third shipment with small bone
chips was rejected Many Korean retailers plan to continue to sell
Australian, rather than US, beef. 9
In 2006, the US applied to the World Organization for Animal
Health (OIE) for a "country classification" for BSE risk."° Three
categories are available: negligible, controlled, and undetermined.
After a review of the US application and supporting documents,
including the "science-based mitigation measures" used to manage
BSE, the OIE recommends a risk classification, which is adopted by
the OIE General Assembly."' In March 2007, USDA officials announced that both an OIE expert panel and its Scientific Commission have recommended that the US be classified as a "controlled
risk," with effective and interlocking regulatory controls to ensure
safe trade in beef.4 2 Adoption of this classification by the General
Assembly at its May 2007 meeting is expected to facilitate US trade
in cattle and beef products."3
2. BSE and Human Health
BSE has been linked to variant Creutzfeldt-Jakob disease
(vCJD), a rare and invariably fatal disease first described in the
United Kingdom in March 1996. vCJD, like BSE, is a TSE characterized by a "spongy degeneration of the brain and its ability to be
transmitted."" Clinical signs of the disease include psychiatric symptoms (e.g., depression), followed by neurological signs that include
"unsteadiness, difficulty walking and involuntary movements," end-

39. South Korea to Resume Imports of U.S. Beef, Informa Econ. Pol'y Rep., 11
Sept. 2006, at 9; South Korea Admits U.S. Beef, Ending Three-Year-Old Ban on
Imports, Informa Econ. Pol'y Rep., 31 Oct. 2006, at 6; Little bone, big problem,
Informa Econ. Pol'y Rep., 28 Nov. 2006, at 1; South Korea beef rejection underscores U.S. trade rift, Informa Econ. Pol'y Rep., 1 Dec. 2006, at 1; Johanns Exasperated With South Korea's Rejections of U.S. Beef, Informa Econ. Pol'y Rep., 8 Dec.
2006, at 6-7.
40. USDA, Press Release, Statement by Dr. Ron Dehaven Regarding OIE Risk
Recommendation (9 Mar. 2007).
41. Id.
42. Id. The OIE also recommended controlled risk status for Canada. OIE
recommends favorable mad cow rating for Canada, U.S., Informa Econ. Pol'y Rep.
(28 Feb. 2007).
43. USDA, supra note 40. See USDA, Press Release, Statement by Secretary Mike
Johanns Regarding U.S. Classification by OIE (no. 0149.07, 22 May 2007).
44. WHO, vCJD, supra note 12.
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ing with immobility and muteness." Victims of vCJD have succumbed to the disease at an average age of twenty-nine, after an illness with a median duration of fourteen months.46
Several types of TSEs occur in humans, including inherited diseases (e.g., fatal familial insomnia, 7 and Gertsmann-StrdiusslerSchenker syndrome), kuru (a disease from Papua New Guinea,
found in a tribe that practiced ritual cannibalism), and the most
common, Creutzfeldt-Jakob disease (CJD). CJD is a neurological
syndrome that has occurred throughout the world; it often claims
victims in middle age (average age of sixty-five), most within one
year of onset of the disease. 8 Several types of CJD have been recognized: sporadic (the majority of cases), with no known causes; familial, which result from a gene mutation; and iatrogenic, transmitted
through transplants or contaminated surgical instruments. 9 The
discovery of vCJD adds a new form of CJD to that list.
The first patient with vCJD developed symptoms in January
1994, and most victims of the disease are from the UK or have lived
there for significant periods of time." Epidemiologists in the UK
first reported the link between BSE and vCJD in 1996." The Department of Health indicated that 158 deaths from confirmed or
probable vCJD had occurred between 1995 and 3 November 2006.
After some initial uncertainty, the link between BSE and vCJD,
first suspected because of "the association of these two TSEs in time
and place, "5 seems clear. A WHO consultation in 1996 suggested
that "[a] link has not yet been proven between V-CJD in the UK and
the effect of exposure to the BSE agent. The most likely hypothesis
for V-CJD is the exposure of the UK population to BSE." ' A later
45. Id.
46. Id.
47. See generally D.T. MAX, THE FAMILY THAT COULDN'T SLEEP: A MEDICAL
MYSTERY (2006) (tracing fatal familial insomnia in an Italian family).
48. 62 Fed. Reg. 552, 557-58; WHO, vCJD, supra note 12.
49. WHO, vCJD, supra note 12.
50. Id.
51. Kenneth H. Mathews, Jr., Jason Bernstein & Jean C. Buzby, International
Trade of Meat/Poultry Products and Food Safety Issues 48, 54, chapter 4 in
INTERNATIONAL TRADE AND FOOD SAFETY, ERS, USDA, AER 828 (Jean C. Buzby ed.,
2003).
52. Department of Health, UK, Monthly Creutzfeldt-Jakob Disease Statistics, 6
Nov. 2006, linked from http://www'dh'gov'uk/PublicationsAndStatistics/Statistics/fs/en. Six suspected patients were still alive, bringing the total to 164.

53. WHO, vCJD supra note 12.
54. Id. at 561, citing WHO, Report of a WHO Consultation on Public Issues
Related to Human and Animal Transmissible Spongiform Encephalopathies 4,
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WHO publication is more definitive: "Considerable epidemiological,
neuropathological, and experimental data are consistent with the
hypothesis that the agent that causes BSE in cattle also causes vCJD
in humans. The most plausible route of human exposure is through
the consumption of food contaminated with the BSE agent, although this has not been conclusively proven."" Tissue from the
central nervous system of infected cattle is the most likely food contaminant.'
B. USDA Surveillance Testing
1. USDA Testing
In 1990, USDA started a limited active surveillance program for
BSE, testing brain samples from "adult cattle with neurological
symptoms and adult animals that were nonambulatory at slaughter." 7 In the following years, testing focused increasingly on
nonambulatory cattle; in 2001, these cattle provided over 90% of the
4,870 brains tested. 8 The discovery of a BSE-infected cow in the US
in December 2003 triggered more intense surveillance.
In June 2004, USDA's Animal and Plant Health Inspection Service (APHIS) implemented an enhanced BSE surveillance plan, designed to discover the presence (and level) of BSE in the US cattle
population by testing high-risk cattle-that is, nonambulatory or
dead cattle, as well as those with central nervous system or other
symptoms of BSE-and a random sample of aged cattle that appear
normal. 9 The surveillance program was not a food safety program;
WHO/EMC/DIS/96.147, 2-3 April 1996, http://whqlibdoc.who.int/hq/1996/
WHOEMCDIS_96.147.pdf.
55. WHO, UNDERSTANDING, supra note 15, at 10.
56. WHO, vCJD, supra note 12.
57. U.S. GEN. ACCOUNTING OFFICE, MAD Cow DISEASE: IMPROVEMENTS IN THE
ANIMAL FEED BAN AND OTHER REGULATORY AREAS WOULD STRENGTHEN U.S.
PREVENTION EFFORTS 20, GAO-02-183 (2002).
An APHIS chronology, however,

indicates that surveillance began to examine downer cows only in 1993 and expanded this focus on downers in 1999. USDA Actions to Prevent Bovine Spongiform Encephalopathy (BSE) (21 Jan. 2004), http://www.aphis.usda.gov/lpa/
issues/bse/bsechron.html.
58. U.S. GEN. ACCOUNTING OFFICE, supra note 57, at 20-21. Few cattle that died
on farms, also considered high risk, were tested. Id. at 21.
59. USDA, Bovine Spongiform Encephalopathy (BSE) Surveillance Plan, March
15, 2004, http://www.aphis.usda.gov/lpa/issues/bse/BSESurveilPlanO3-15-04.pdf
[hereinafter 2004 Surveillance Plan]. USDA believed that testing of 268,500 highrisk cattle would allow detection of BSE (at the rate of 1 case per 10 million adult
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instead, it was planned as a one-time effort to provide information
to USDA about BSE in the US.' Between 1 June 2004 and 20 August 2006, 787,711 animals had been tested under the enhanced
surveillance program."'
Testing costs betweenJune 2004 andJuly 2006 were $157.8 million.62 An analysis of BSE surveillance data released in April 2006
and finalized in July 2006, including data from the enhanced surveillance plan since June 2004, estimated that among 42 million adult
cattle, only 4-7 animals (fewer than 1 per million standing adult cattle) are likely to have BSE.'
In July 2006, APHIS announced a change from enhanced surveillance to its ongoing BSE surveillance program, ' intended to ascattle) at a 99% confidence level. Id. at 1. USDA estimated that the population of
high-risk adult dairy and beef cattle was about 446,000. Id.
60. Id. at 1. The Surveillance Plan gave details of targeted population, sample
collection, and other technical components. For an evaluation of USDA testing for
BSE, see generally Gregory L. Berlowitz, Note, Food Safety vs. Promotion of Industry:
Can the USDA Protect Americansfrom Bovine Spongiform Encephalopathy?,2006 U. ILL.
L. REV. 625 (2006).
61. APHIS, USDA, BSE Enhanced Surveillance Program: Monthly Test Results,
http://www.aphis.usda.gov/newsroom/hotissues/bse/surveillance/enhancedsur
v_results.shtml (last visited 26 Mar. 2007). Between May 1990 and 30 April 2004,
72,500 brains were tested. APHIS, USDA, Surveillance May 1990 - FY 2004
(through 4/30/2004), http://www.aphis.usda.gov/lpa/issues/bse/surveillance/
figure2f.htmil (last visited 26 Mar. 2007).
62. Press Release, USDA, USDA Announces New BSE Surveillance Program
(No. 0255.06, 20 July 2006). In May 2006, USDA investigated overpayments (alleged alteration of records to pay amounts not allowed by USDA) identified during
an audit. Pete Hisey, USDA vet reassigned over BSE test program overpayments
May 2006), http://www.meatingplace.com/MembersOnly/webNews/de(11
tails.aspx?item= 15929.
63. Press Release, USDA, supra note 62. Centers for Epidemiology and Animal
Health, An Estimate of the Prevalence of BSE in the United States (20 July 2006),
http://www.aphis.usda.gov/newsroom/hot-issues/bse/downloads/BSEprevestFINAL_7-20-06.pdf. See also Sumeet Patil, Peer Review of the Estimation of Bovine Spongiform Encephaolpathy (BSE) Prevalence in the United States, Final Report (May 2006), http://www.aphis.usda.gov/peer-review/content/printable_
version/BSE_-Prevalence Report.pdf (agreeing with the USDA estimated BSE
prevalence of 1 per million live cattle).
Another important study is JOSHUA T. COHEN & GEORGE M. GRAY, HARVARD
RISK ASSESSMENT OF BOVINE SPONGIFORM ENCEPHALOPATHY UPDATE: PHASE IA (31
RISK
ASSESSMENT],
2005
HARVARD
Oct.
2005)
[hereinafter
http://www.fsis.usda.gov/PDF/ BSERiskAssessReport_2005.pdf. The original
HARVARD RISK ASSESSMENT was completed in 2001 and revised in 2003.
64. Veterinary Services, APHIS, Bovine Spongiform Encephalopathy (BSE) OnPlan (20 July 2006) [hereinafter Ongoing Plan],
going Surveillance
http://www.aphis.usda.gov/newsroom/hotissues/bse/content/printable-version
/BSE ongoing-survplan final_71406%20.pdf. See also Sumeet Patil, Peer Review
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sess and monitor change in BSE status and to detect BSE prevalence
in case of increase above one case per million adult cattle. ' Ongoing surveillance will facilitate decision-making and policy development for future surveillance, help to develop contingency plans for
BSE control, evaluate the effectiveness of regulatory measures to
reduce BSE risk, and reassure consumers and trading partners.'
Surveillance continues to be an animal health measure, rather than a
food safety measure.'
The ongoing surveillance program is designed to reduce the
number of animals tested, but to maintain a testing level ten times
higher than the World Animal Health Organization (OIE) recommendation. International scientific consensus, reflected in the OIE
Terrestrial Animal Health Code,' indicates that the most effective
BSE surveillance tests targeted populations, rather than all adult
cattle.69 Therefore, approximately 40,000 animals from all sections
of the US will be tested each year, with focus on a targeted population of cattle with clinical signs of central nervous system disorders,
other symptoms of BSE, nonambulatory cattle, and dead cattle that
had shown clinical signs of BSE. During the months of September
and October 2006, 3860 cattle had been tested."' The ongoing surveillance program announced in July 2006 will cost about $17 million per year. 71
The Food Safety and Inspection Service (FSIS), another USDA
agency, had issued guidelines for collection of brain samples for the
APHIS ongoing surveillance program. FSIS personnel would collect
samples from cattle condemned due to signs of CNS disease and
of the Estimation of the Ongoing Surveillance Plan for Bovine Spongiform Encephalopathy in the United States, Revised Final Report (July 2006),
http://www.aphis.usda.gov/peer-review/content/printable-version/BSE~peer-rev
iewreport.pdf (two of three reviewers agreeing that 40,000 samples per year exceeds OlE surveillance requirements).
65. Veterinary Services, Ongoing Plan, supra note 64, at 5.
66. Id. at 5.
67. Veterinary Services, APHIS USDA's BSE Surveillance Efforts, Fact Sheet, July

2006.
68. OlE, Terrestrial Animal Health Code (2006), Appendix 3.8.4: Surveillance
for Bovine Spongiform Encephalopathy, http://www.oie.int/eng/normes/Mcode/
en.chapitre_3.8.4.htm.
69. Veterinary Services, supra note 67. For detail on the targeted population, see
Veterinary Services, Ongoing Plan, supra note 64, at 6-8.
70. APHIS, USDA, BSE Ongoing Surveillance Program: Monthly Test Results,
http://www.aphis.usda.gov/newsroom/hot-issues/bse/surveillance/ongoing-surv
_results.shtml (visited 27 Nov. 2006).
71. Press Release, USDA, supra note 62.
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those thirty months or older condemned for other conditions from
selected establishments.n Before that provision could take effect,
however, FSIS issued a temporary suspension, which limited testing
to "cattle of any age that are condemned on ante-mortem for central
nervous system (CNS) disease."" The animals are to be tagged "U.S.
condemned," humanely euthanized, and kept on the premises; an
APHIS veterinarian (rather than FSIS personnel) is to collect the
brain sample. 4 The FSIS notice that implemented this policy did
not provide a rationale.
USDA surveillance testing has been criticized for its limited
scope, perhaps due to the use of surveillance for epidemiological,
rather than food safety, purposes. Though many animals (nearly
800,000 by October 2006) have been tested, some nations test all
slaughtered animals, or at least those over thirty (or even twentyfour) months of age. Japan, which tests all animals slaughtered for
food, has identified BSE in cows only twenty-one and twenty-three
months old.
2.

Private Testing

The USDA has been reluctant to allow private testing for BSE."
USDA's reluctance is explained, in part, by the risk of false positives,
which would harm the meat industry, and by the fear that meat
from animals that have not been tested would be considered unsafe
simply because it had not been tested. Moreover, USDA asserts that

72. Food Safety and Inspection Service (FSIS), USDA, FSIS Notice 51-06, 23
Aug. 2006, effective 27 August 2006, http://www.fsis.usda.gov/OPPDE/rdad/
FSISNotices/51-06.pdf. Under prior procedures FSIS had collected brain samples
from all cattle condemned before slaughter. Id.
73. FSIS, USDA, FSIS Notice 52-06, 25 Aug. 2006, effective 27 Aug. 2006,
http://www.fsis.usda.gov/regulations_&-policies/Notice-52-06/index.asp.
74. Id.
75. Jason R. Odeshoo, Note, No Brainer? The USDA's Regulatory Response to the
Discovery of "Mad Cow" Disease in the United States, 16 STAN. L. & POL'Y REV. 277, 31011 (2005). Rapid testing, used in Europe, is faster and less expensive than tests
used in the US. Berlowitz, supra note 60, at 634-35, describes three types of tests.
76. Normile, supra note 19, at 156-57. Japan's feed ban on meat and bone meal
came rather late. Id.
77. On private testing, see generally Stephen R. Vifia, The Private Testing of Mad
Cow Disease: Legal Issues at 4, CRS Rep. RL 32414 (updated 3 Oct. 2006),
http://www.nationalaglawcenter.org/assets/crs/RL32414.pdf.
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testing young animals is unnecessary, because they do not transmit
BSE, "which takes years to develop from exposure to clinical signs."78
Scientists have disagreed about the appropriate level of testing.
Though some experts assert that every cow slaughtered for food
should be tested, others would use testing, as USDA has done, as an
epidemiological tool.79 Meat trade associations support the USDA
position. They oppose private testing as unnecessary and fear the
expense of testing, should it be necessary to remain competitive. 80
The expense of testing, however, may be justified. Research has
indicated that testing for cattle slaughtered in 2004 would have cost
$604 million, an amount similar to the revenue gain from getting
back only 25 percent of the Japanese and South Korean beef markets lost after 2003.8'
Some specialty beef producers would like to test their cattle.
For example, Creekstone Farms Premium Beef sold Black Angus
beef to a large Japanese, South Korean, and EU market. Japanese
and South Korean bans on US beef affected Creekstone's sales, so
the company planned to test all of its cattle for BSE. ' Creekstone
built a testing laboratory at its processing plant and sent employees
to France for training on a rapid screening test.8
USDA had licensed several different rapid test kits for BSE, including the French-made Bio-Rad test that Creekstons planned to
use, under the Virus Serum Toxin Act of 1913 (VSTA). ' USDA's
licensing of the kits, according to an official, is for "animal health
surveillance purposes. " ' As required by the VSTA, Creekstone
sought USDA permission to use a rapid test kit to test its animals. "6
78. USDA, 2004 Surveillance Plan, supra note 59, at 1. See Odeshoo, supra note
75, at 312-13. But how young may be a question. A few animals younger than
thirty months have tested positive for BSE. Id. at 308-08.
79. Normile, supra note 19, at 156.
80. Creekstone Lawsuit Could Further Complicate U.S. Mad Cow Program,
Informa Econ. Pol'y Rep., 27 March 2006.
81. BSE-Induced Beef Trade Ban Still Haunts U.S. Market, 16(3) FOOD SAFETY
CONSORTIUM NEWSLETrER 1, 1-2 (Summer 2006), http://www.fsconsortium.net.
82. Gateway Beef Cooperative also sought voluntary testing. See generally Berlowitz, supra note 60, at 638-40.
83. Creekstone Farms Premium Beef v. USDA, No. 06-0544, 2007 U.S. Dist.
LEXIS 22851, at *6 (D.D.C., 29 Mar. 2007). Creekstone lost $200,000 per day while
Japan and South Korea banned US beef. Id. at *5-6.
84. 21 U.S.C. §§ 151-159; Creekstone, supra note 83, at *6.
85. USDA, Statement by Bill Hawks, Undersecretary for Marketing and Regulatory Programs, Regarding a Request by Creekstone for Private BSE Testing (No.
0141/04, 9 April 2004).
86. Editorial, A Strange Ban on Testing Beef, N.Y. TIMES, 18 April 2004.
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Invoking its VSTA authority to control licensing and use of the BSE
test, USDA refused permission for Creekstone to use BSE tests. 7
Shortly before denial of permission, the USDA had restricted the
sale and use of diagnostic test kits for BSE to laboratories approved
by state and USDA animal health officials.' Creekstone's planned
use of the tests for its private marketing program went beyond the
surveillance licensing of the kits. Moreover, the agency stated that
Creekstone's testing would "have implied a consumer safety aspect
that is not scientifically warranted."89 In March 2006, after two years
of seeking permission for testing, Creekstone sued USDA.'
VSTA makes it unlawful to "prepare, sell, barter, or exchange,
any worthless, contaminated, dangerous, or harmful virus, serum,
toxin, or analogous producted intended for use in the treatment of
domestic animals" except at a licensed facility, and it authorizes the
Secretary of Agriculture to enact necessary regulations." In Count I
of its lawsuit, Creekstone alleged that USDA regulations exceeded
the agency's authority under VSTA. It asserted that VSTA grants
authority to govern the preparation, sale, barter, or exchange, but
not the use, of viruses, serums, toxins, or analogous products,2 and
challenged USDA's authority to include diagnostic kits within its

87. Creekstone, supra note 83, at *7-8,
88. Veterinary Services, USDA, Center for Veterinary Biologics Notice No. 04-08
(17 Mar. 2004), http://www.aphis.usda.gov/vs/cvb/notices/2004/04-08.pdf; see
also Vifia, supra note 77, at 8. Creekstone had asked that Kansas State University be
allowed to designate the Creekstone laboratory as a satellite to the USDA-approved
Kansas State facility, but that request, too, was rejected. Creekstone, supra note 83,
at *8 n.4.
89. USDA, Statement, supra note 81; see also Donald G. McNeil Jr., U.S. Won't Let
Company Test All Its Cattlefor Mad Cow, N.Y. TIMEs, 10 April 2004.
90. Creekstone, supra note 83. A judge in an unrelated dispute expressed an
opinion about private testing. The case had challenged implementation of a USDA
rule that allows import of Canadian beef and cattle by lifting the import ban that
followed discovery of BSE in Canada. In dicta, the judge commented on private
testing:
The USDA states that private testing of all slaughter cattle is inconsistent
with the USDA's mandate to ensure effective, scientifically sound testing
for significant animal diseases and to maintain domestic and international
confidence in U.S. cattle and beef. However, this is contrary to rational
thinking because any private testing would actually assist in assuring
proper testing for animal diseases and increase consumer confidence,
both domestically and internationally, in U.S. cattle and beef.
Ranchers Cattlemen Action Legal Fund v. USDA, 359 F. Supp. 2d 1058, 1072 (D.
Montana, 2005), rev'd 415 F.3d 1078 (9th Cir. 2005).
91. 21 U.S.C. §§ 151, 154; Creekstone, supra note 83, at *9.
92. Creekstone, supra note 83, at *9-10; 9 C.F.R. § 102.5(d).
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definition of "analogous products" and "treatment." 93 In Count II,

Creekstone challenged USDA authority to regulate BSE test kits,
because the BSE rapid test is neither a "virus, serum, toxin, or analogous product," nor "intended for use in the treatment of domestic
animals," nor "worthless .

.

."" Both Creekstone and the USDA

moved for summary judgment. 5
In a memorandum opinion filed 29 March 2007, US District
Court Judge James Robertson addressed the motions for summary
judgment. Judge Robertson first held that Japan's July 2006 resumption of imports of US beef did not moot Creekstone's claim.'
Moreover, Creekstone had standing to sue, because its significant
loss of revenue was "a concrete and particularized injury that is actual, traceable to enforcement of the USDA's prohibition on BSE
testing by private industry, and redressable by this Court." 7
The court rejected Creekstone's motion for summary judgment
on Count I. After analyzing USDA's authority under VSTA and noting the deference due to the agency, the court concluded that USDA
has the authority to regulate the use of biological products 8 and also
to regulate diagnostic test as "analogous products."" Thus, under
VSTA, USDA can "regulate the 'use' of 'analogous products' including diagnostic tests,"' but only if those products are intended for

93. Creekstone, supra note 83, at *10; 9 C.F.R. § 101.2.
94. Creekstone, supra note 83, at *10. Count III alleges that USDA's actions,
especially its refusal to allow Creekstone to purchase and use BSE test kits, are arbitrary and capricious. Neither party moved for summary judgment, and they agreed
that a decision on Count I or II would dispose of Count III. Id. n.5.
A New York Times editorial, printed shortly after Creekstone filed its suit,
stated that USDA should
test every cow that goes to slaughter. The cost is not prohibitive. Fear is
the problem. The current testing program for mad cow disease is intended to produce, at best, a snapshot of the likelihood of the disease ...
The fear is that broad testing may reveal a higher rate of infection and destroy consumer confidence, with a devastating impact on the cattle market.
Editorial, Stop: Don't Test Those Cows?, N.Y. TIMES, 6 April 2006. See also A Beef with
USDA, WASH. TIMES, 2 May 2006.
95. Creekstone, supra note 83, at *10 & n.5. See Vifia, supra note 77, at 12, for
the view that the outcome of the case might turn on the extent of USDA's regulatory authority under VSTA, and whether its authority, which clearly encompasses
the production of biologics, also extends to the use and distribution of those products.
96. Creekstone, supra note 83, at *11.
97. Id. at "12.
98. Id. at *12-16.
99. Id. at *16-19.
100. Id. at *19.
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"treatment" of domestic animals and are "worthless."'"' Creekstone's
Count II therefore turned on the characterization of BSE test kits.
Although the court deferred to USDA's decision that diagnosis
is an aspect of treatment of animals, its did not accept USDA's assertion that BSE test kits are used for treatment: "There is no known
treatment or cure for BSE . . . and BSE test kits are used only on
animals that are dead."1 °2 Having concluded that the BSE test kits

are not intended for treatment, the court did not need to decide
whether they are worthless. Nonetheless, the court suggested that
Creekstone's extensive testing could provide important information
about BSE.'°3 Though Judge Robertson held that the USDA's restriction on private use of BSE test kits is unlawful, he stayed his
order to allow USDA to appeal; if no appeal is filed by 1 June 2007,
Creekstone (and other meatpackers) can test for BSE. USDA, however, has appealed.'
III. REGULATORY RESPONSES
After discovery of BSE in the UK, regulatory agencies in a
number of nations took action to prevent spread of the disease. As
might be expected, the most restrictive control was enacted in the
UK."0 In England, for example, a 1989 feed ban prohibited feeding
of certain mammalian proteins to ruminants; regulations enacted in
1996 provided that cattle over thirty months could not be used for
food."° Later regulations, the most recent from 2006, permit food

101.

Id. at *20.

102. Id. at*21-22.
103. Id. at *23. Though he refused to evaluate worthlessness, the judge suggested
that "the consumer issues at the heart of USDA's position cannot be located within
the purpose of the VSTA, and appear to lie, not with USDA, but with the Federal
Trade Commission, or perhaps the Commerce Department." Id. at *24.
104. Phyllis Jacobs Griekspoor, Creekstone wins testing case; appeal likely, WICHrrA
EAGLE, 30 Mar. 2007. See Creekstone Farms Response to USDA Appeal of Summary Judgment (30 May 2007), http://www.3buddies.com/creekstone/newsappeal-response.html.
105. CDC, BSE Control Measures (27 June 2005), http://www.cdc.gov/ncidod/
dvrd/bse/prevention.htm
106. The Beef (Emergency Control) Order 1996, SI 1996 No. 961: Article 2,
Prohibition of sale of meat from older bovine animals, reads "No person shall sell
for human consumption any meat derived from a bovine animal slaughtered after
the commencement of this Order which, at the time of slaughter, showed signs of
more than one pair of permanent incisors."
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use of cattle older than thirty months, but only under stringent conditions."°7
In 1997 Canada enacted a feed ban to prohibit the feeding of
certain mammalian proteins to ruminants. In June 2006, after discovery of BSE in Canadian cattle, Canada's feed ban was made more
stringent. Potentially infective tissues, already prohibited in human
food, will be banned from all animal feeds, pet foods, and fertilizers,
effective July 2007.108 By now, the EU, the UK, Canada and other
nations-including the US-have comprehensive regulatory systems
to protect cattle from BSE and to protect humans from the related
Creutzfeldt-Jakob disease (vCJD). °9
In the US, both the Food and Drug Administration (FDA) and
the United States Department of Agriculture (USDA) play roles in
the protection of the food and feed supply from BSE. USDA, acting
through Animal and Plant Health Inspection Service (APHIS), governs the import of animals and, acting through Food Safety and Inspection Service (FSIS), governs the safety of meat and meat products. FDA governs the safety of food for humans and for animals.
Thus, in addition to surveillance discussed above, these agencies
have acted to prevent the import of animals and meat products that
might be infected or contaminated with BSE, prevent the slaughter
and food or feed use of diseased animals, and protect the food and
feed supply from specific risk materials. The following sections provide a brief summary of some of the regulations that govern imports, feed, and food.'
107. See The TSE (England) (Amendment) (No. 2) Regulations 2005, reg. 4, SI
2005 No. 2633. Current law, enacted to implement EC measures, is The Transmissible Spongiform Encephalopathies (No. 2) Regulations 2006, SI 2006, No. 1228.
Schedule 2, Part 1(4) reads "It is an offence for the occupier to use a slaughterhouse to slaughter for human consumption a bovine animal aged over thirty
months unless the Secretary of State has approved the Required Method of Operation ... for that slaughterhouse and that occupier."
108. Canadian Food Inspection Agency, Canada's Enhanced Feed Ban (26 June
2006), http://www.inspection.gc.ca/english/anima/feebet/rumin/enhrene.shtml.
109. In the EU, for example, see Regulation 999/2001 laying down rules for the
prevention, control and eradication of certain transmissible spongiform encephalopathies, 2001 O.J. (L 147) 1.
110. This survey is not intended to be comprehensive or critical. For a detailed
and critical analysis of USDA and FDA regulations, see Thomas 0. McGarity, Federal
Regulation of Mad Cow Disease Risks, 57 ADMIN. L. REv. 289 (2005); THOMAS 0.
McGARITY wrH FRANK ACKERMAN, FLIMSY FIREWALLS: THE CONTINUING TRIUMPH OF

Cow DISEASE RISKS (Center for Progressive Regulation, 2004). See also Odeshoo, supra note 75, at 290-305 (criticizing
government efforts to combat BSE both before and after discovery of the cow in
December 2003); Center for Science in the Public Interest et al.,
Cow Sense: The
EFFICIENCY OVER SAFETY IN REGULATING MAD
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A. Control of Imports-APHIS
Soon after BSE was identified as a significant problem in cattle,
USDA used its regulatory authority"' to prevent entry of infected
animals and products into the US. In July 1989, APHIS banned the
import of all ruminants and their products, including most rendered
proteins, from countries where BSE had been discovered."'
In
1997, APHIS extended the ban to live ruminants and most ruminant
products from Europe."' Fear of cross contamination led APHIS to
prohibit import of rendered ruminant protein from any animal
from regions with a BSE risk-that is, with confirmed BSE or with
weak import rules or inadequate surveillance."'
After BSE was found in Canada, with beef trade closely linked
with the US beef industry, APHIS amended its regulatory ban. Instead of regulating imports by characterizing regions as those free of
BSE and those presenting a BSE risk, APHIS established a new category, the BSE minimum-risk region."' A final rule published in
January 2005 lists Canada as a minimal-risk region."6 From minimalBush Administration's Broken Record on Mad Cow Disease (April 2006),
www.cspinet.org/new/pdf/cow-sense.pdf.
The USDA Office of Inspector General audited APHIS and FSIS measures
described below. See Office of Inspector General, USDA, Audit Report No. 5060110-KC (Jan. 2006) [hereinafter OIG Audit].
111. Among current sources of authority is the 2002 Animal Health Protection
Act, 7 U.S.C. §§ 8301-8317, intended to protect animal and human health through
the "prevention, detection, control, and eradication of diseases and pests of animals." Id. § 8301(1). That law allows the Secretary of Agriculture to prohibit or
restrict "the importation or entry of any animal, article, or means of conveyance, or
use of any means of conveyance or facility, if the Secretary determines that the
prohibition or restriction is necessary to prevent the introduction into or dissemination within the United States of any pest or disease of livestock." Id. § 8303(a)(1).
Regulations may restrict import and entry of animals. Id. § 8303(b).
112. See 62 Fed. Reg. 552, 563 (discussing early USDA and FDA actions against
BSE). Before amendment, relevant regulations were at 9 C.F.R. §§ 93.401 (general
prohibitions for ruminants and products), 94.18 (restrictions on meat and edible
products due to BSE) (2003). USDA purchased the 69 still-living cattle imported
from the UK between 1981 and 1989. 62 Fed. Reg. 552, 563.
113. APHIS, Bovine Spongiform Encephaolpathy: Minimal-Risk Regions and
Importation of Commodities, 70 Fed. Reg. 460, 462 (4 Jan. 2005), codified at 9
C.F.R. parts 93-96.
114. 70 Fed. Reg. at 462. The current regulation is 9 C.F.R. § 94.18 (2006),
amended numerous times between 1991 and 2005.
115. See 70 Fed. Reg. at 462. The BSE minimal risk region is defined at 9 C.F.R.
§ 90.4.
116. 9 C.F.R. § 94.18(a)(3) (listing only Canada). The rule cited the Animal
Health Protection Act, 7 U.S.C. §§ 8301-8017, among other statutes, as authority.
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risk regions, the rule allows import of beef products from animals
subject to the feed ban and other restrictions, as well as bovines
younger than thirty months for slaughter or feeding."7 Bovines
from Canada for feeding had to be branded "CAN" and identified
by official eartags and be traceable to the premises of origin."8 After
discovery of the second and third Canadian cows with BSE, however, APHIS delayed applicability of part of the rule, insofar as it
allowed the import of meat, meat products, and carcasses from cattle over thirty months of age."9 As of September 2006, the US continued to ban older cattle from Canada; ' 2nthe July 2006 discovery of
BSE in a cow aged fifty months increased concern among regula2
tors. '

The minimum-risk rule for Canada was controversial. R-CALF,
an association of US cattle producers, sued to enjoin the implementation of the APHIS regulations that would allow import of beef
from Canada. The district court found that irreparable harm would
occur when "Canadian cattle and meat enter the U.S. and co-mingle
with the U.S. meat supply," and that plaintiffs were likely to succeed
on the merits; the district court therefore issued a preliminary injunction against the rule."n The Ninth Circuit lifted the preliminary
injunction, finding neither irreparable harm nor likelihood of success on the merits.l" As relevant here, the court decided that the
Animal Health Protection Act, one of the laws under which the rule
was promulgated, did not require the USDA to avoid all risk that
117. 70 Fed. Reg. 460 (4Jan. 2005) (amending sections of 9 C.F.R. parts 93-96).
118. 70 Fed. Reg. at 549, 9 C.F.R. § 93.436(b)(4). (See 71 Fed. Reg. at 45,439 (9
Aug. 2006), with a proposal to allow means of identification other than ear tags.)
119. 70 Fed. Reg. 12,112 (11 Mar. 2005), codified at 9 C.F.R. § 94.19.
120. In August 2006, APHIS published a proposed rule that would remove further restrictions on imports from BSE minimal-risk areas. 71 Fed. Reg. 45,439 (9
Aug. 2006). In January 2007, APHIS published another proposed rule designed to
expand the types of allowable imports from minimal-risk countries (now, only Canada). The proposed rule would apply to cattle and other bovines born on or after 1
March 1999, when Canada's feed ban was enforced effectively. 72 Fed. Reg. 1102
(9 Jan. 2007). See Press Release, USDA, USDA Proposes to Allow Additional Imports from BSE Minimal-Risk Countries (No. 0001.07, 4 Jan. 2007). The proposed
rule was published before the February 2007 discovery of the BSE-infected bull
born in 2000.
121. Bill Tomson, USDA: Decision on Older Canadian CattleMay Take Months, Dow
Jones Newswires, 6 Sept. 2006, http://www.cattlenetwork.com/content.asp?Con
tentID=66315.
122. Ranchers Cattlemen Action Legal Fund v. USDA, 359 F. Supp. 2d 1058,
1074 (D. Mont. 2005).
123. Ranchers Cattlemen Action Legal Fund v. USDA, 415 F.3d 1078 (9th Cir.
2005).
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BSE could enter the US, but gave the Secretary of Agriculture discretion to enact appropriate measures, of which closing borders is
only one possibility.1 2 4 Moreover, the court held that USDA's conclusion that import of ruminants from Canada would not significandy increase the risk of BSE was supported by substantial evidence. The USDA had relied on "multiple, interlocking safeguards"
to prevent spread of BSE to livestock and humans. 215 These include
a low rate of BSE in Canada; the Canadian feed ban, import restrictions, and feed testing; import into the US of animals under thirty
month; the requirement of slaughter before thirty months; the FDA
ruminant-to-ruminant feed ban; and FSIS regulations to protect the
human food supply.126
B. Restrictions on Animal Feed-FDA
The FDA governs animal food and feed under authority of the
Food, Drug and Cosmetic Act.12 7 One of the early FDA responses to
the discovery of BSE, even before its diagnosis in the US, was to
amend its feed regulations. Because epidemiologists in the UK had
linked transmission Of BSE to the feeding of rendered protein from
sheep infected with scrapie and cattle infected with BSE, 12' FDA enacted a regulation, effective since 4 August 1997, that prohibits the
use of most proteins from mammals in feed for ruminants. '
The FDA defined "protein derived from mammalian tissues" to
include "any protein-containing portion of mammalian animals," but
excluding blood and blood products, gelatin, human food waste
("plate waste") from inspected meat products (heat processed for
feed), milk products, and any product with only porcine or equine
124.
125.
126.

Id. at 1094-95.
Id. at 1095.
Id. at 1095-96. R-CALF continues to litigate. E.g., the appeal is R-CALF v.

USDA, No. 06-35512 (9h Cir.).

127. 21 U.S.C. §§ 321, 342, 343, 348, 371 (sections cited as authority for the ruminant feed ban, 62 Fed. Reg. 30,936, 30,976 (5 June 1997)). The FDA is currently
modernizing and filling regulatory gaps in its system for animal feed safety. See
Center for Veterinary Medicine, FDA, Second Draft: Framework of the FDA Animal Feed Safety System (20 Dec. 2006), http://www.fda.gov/cvm/AFSS2ndDraft
Framework.html.
128. See FDA, Proposed Rule, 62 Fed. Reg. 552, at 560, 562. See supra text accompanying note 12.
129. Substances Prohibited From Use in Animal Food or Feed; Animal Proteins
Prohibited in Ruminant Feed; Final Rule, 62 Fed. Reg. 30,936, codified at 21 C.F.R.
§ 589.2000 (5 June 1997). A similar ban in the UK in 1989 resulted in a dramatic
decrease in BSE, beginning five years after the ban. 62 Fed. Reg. 552, at 555.
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protein.'3 ° Under the rule, protein derived from mammalian tissues

used for ruminant feed is a food additive, subject to regulation under the FDCA;'3' ruminant feed that includes mammalian protein is
adulterated and violates the Act.3 2 The feed ban applies to ruminants, and not to hogs, poultry, and pigs, which are not susceptible
to TSEs. Further requirements help to ensure that protein from
mammalian tissue does not contaminate feed for ruminants.
The feed rule requires separation of mammalian and nonmammalian feed materials, using methods that will avoid commingling or cross-contamination.'
Protein blenders, feed manufacturers, and renderers must label feed or other products that contain
(or may contain) protein from mammalian tissues intended for use
in animal feed. The label must read, "Do not feed to cattle or other
ruminants.""M Traceability requirements also apply, through maintenance of records "sufficient to track the materials throughout
their receipt, processing, and distribution," which must be made
available to the FDA.' 5 Exceptions from the labeling and recordkeeping requirements apply if the renderer follows requirements to
de-activate the agent that causes TSE, uses a test method to detect
the agent, controls the manufacturing process to minimize risk, or
uses a permanent marking method on the product.'" Those who
feed ruminants must keep copies of purchase invoices and labels for
all feeds with animal protein products, and make them available to
FDA.'37 The rule makes clear that animal protein products and feeds
are considered misbranded under the FDCA if they do not carry the
appropriate labels and adulterated if they violate other provisions.
130. 21 C.F.R. § 589.2000(a)(1) (2006).
131. As the proposed rule states: "The agency is proposing to declare that protein
derived from tissue from ruminant animals and mink is not GRAS, by qualified
experts, for use in ruminant feed and is therefore a 'food additive' under the law."
62 Fed. Reg. 552, at 553. Mink tissue did not appear in the final regulation, but the
WHO indicated in 2001 that it is "essential that fur-bearing animals must not be recycled to food animal species." WHO/FAO/OIE, supra note 18, at 15.

132. 21 C.F.R. § 589.2000(b).
133. One risk analysis, however, indicated that "cross-contamination is a relatively
minor factor." 2005 HARvARD RISK ASSESSMENT, supra note 63, at 6.
134.

21 C.F.R. § 589.2000(c)1)(i) (2006).

135. 21 C.F.R. § 589.2000(c)(1) (2006). Records, however, need only be kept for
one year. Id. § 589.2000(h)(1).
136. 21 C.F.R. § 589.2000(c)(2),(3) (2006). A protein blender or feed manufacturer is exempt from the traceability requirement if it follows the requirements for
renderers or if it purchases products with a certificate of compliance. Id. §
589.2000(d).

137. 21 C.F.R. § 589.2000(f).
138. 21 C.F.R. § 58 9 .20 0 0(g).
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In a 2002 report, even before the US had discovered its first infected cow, the US General Accounting Office (now called the Government Accountability Office) found significant shortcomings in
federal efforts. For example, the FDA did not "compel firms to
keep prohibited proteins out of cattle feed and to label animal feed
that cannot be fed to cattle." "9 Firms had not been re-inspected
promptly after earlier noncompliance, and data from inspections
did not reflect compliance accurately."0 A subsequent report, issued
three years later, found improvement in FDA's management of the
feed ban, particularly in training of feed inspectors, uniform documentation of inspection results, and reliable data tracking. But
shortcomings still existed: not all firms had been identified; reinspections lagged; feed intended for cattle was not sampled routinely; feed intended for export did not require the cautionary label,
"Do not feed to cattle or other ruminants"; no notification was given
when cattle have eaten prohibited feed; and transportation firms
were not inspected.'
In addition to cross contamination and failure to comply with
the feed rules, many feed mills did not have FDA licenses and were
therefore not subject to federal inspection."' Rules enacted under
the Bioterrorism Act of 20021" require registration of facilities that
manufacture, process, pack or hold food for consumption by humans or animals.'" Registration will facilitate inspection of feed
mills to ensure compliance. "
Since enactment of the 1997 feed ban, FDA has considered
more stringent regulation. In November 2002, the agency asked for
comments about several possible modifications aspects of the feed
ban, including measures to prevent cross contamination and the
139. US GAO, supra note 57, at 3. USDA and FDA inspection of imports was
deficient, and USDA did not test high-risk domestic cattle, especially those that died
on farms. Id.
140. Id.
141. U.S. GOV'T ACCOUNTABILITY OFFICE, MAD Cow DISEASE: FDA's MANAGEMENT
OF THE FEED BAN HAS IMPROVED, BUT OVERSIGHT WEAKNESSES CONTINUE TO LIMIT

PROGRAM EFFECTIVENESS 5-8, GAO-05-101 (2005). Regarding the label for exported

feed, FDA asserts it cannot require the cautionary label without a change in law.
142. Caroline Smith DeWaal & Leora Vegosen, Bovine Spongiform Encephalopathy:
The Importance of PrecautionaryMeasures to Protect the Food Supply, 58 FOOD & DRUG
L.J. 537, 540 (2003).
143. Public Health Security and Bioterrorism Preparedness and Response Act of
2002, tit. IIIA, §§ 301-315, Pub L. No. 107-88, 116 Stat. 594, 662-75 (2002).
144. 68 Fed. Reg. 58,894, 58,895 (10 Oct. 2003), codified at 21 C.F.R. part 1.
Authority is 21 U.S.C. § 350d.
145. See DeWaal & Vegosen, supra note 142, at 540.
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feasibility of excluding "specified risk materials" (SRMs) from all
rendered products. ' In August 2003, the FDA announced its intention to develop a modernized Animal Feed Safety System (AFSS),
with "risk-based, preventive control measures for ensuring the safety
of animal feed.""' The FDA's regulations to prevent the spread of
BSE in ruminants are part of the AFSS, but the new program would
make the AFSS "more comprehensive, preventive, and effective in
addressing feed hazards that present the greatest risks to animal and
human health." '
In July 2004, FDA and USDA issued a joint invitation to comment on a number of possible further regulatory actions, some recommended in the report of an international review team that assessed the US response to its first BSE-infected cow.4 9 These included, for example, the exclusion of SRMs from all animal feed,
including pet food; additional measures to prevent crosscontamination; and prohibition of all mammalian and avian meat
and bone meal (MBM) in ruminant feed." Researchers, too, have
suggested that precaution may require banning MBM and all mammalian protein from feed for all farm animals, a step taken by both
the EU and Canada.' A proposed rule published in October 2005
would have prohibited specified cattle material from all animal food

146. 67 Fed. Reg. 67,572 (6 Nov. 2002). In 2001, WHO and other organizations
had recommended that ruminant meat and bone meal (MBM) not be fed to ruminants. If ruminant MBM is fed to other food animals, measures must be implemented to avoid cross-contamination. If cross contamination cannot be avoided,
no MBM from any animal should be feed to ruminants. In a country with BSE or a
BSE risk, even MBM for nonruminants should be prepared from material from
which SRMs (specified risk materials) have been removed. WHO/FAO/OIE, supra
note 18, at 10.
147. CVM, FDA, Animal Feed Safety System (AFSS) (updated 16 Aug. 2006),
http://www.fda.gov/cvm/AFSS.htm
148. FDA's Animal Feed Safety System (AFSS) Project Plans Update #1 (Mar.
2006), http://www.fda.gov/cvm/AFSSUpdate.htm.
Critical FDA activities will
focus on safe ingredients and additives, elimination of risky contaminants, controlling manufacture, distribution and use of feed ingredients for a safe product, and
regulatory oversight.
149. Report on Measures Relating to Bovine Spongiform Encephalopathy (BSE)
in the United States (4 Feb. 2004), http://www.aphis.usda.gov/lpa/issues/bse/
US_BSEReport.pdf [hereinafter IRT Report].
150. APHIS & FDA, Federal Measures to Mitigate BSE Risks: Considerations for
Further Action, 69 Fed. Reg. 42,288 (14 July 2004).
151. DeWaal & Vegosen, supra note 142, at 541, 542. The EU has taken this precaution. Id. at 541. On Canada, see supra text accompanying note 108.
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or feed. 5 2 These materials would include brains and spinal cords
from cattle thirty months and older and from cattle not inspected
and passed for human consumption (including nonambulatory disabled cattle); entire carcasses of cattle not inspected and passed, if
brain and spinal cords were not removed; and certain mechanically
separated beef (MS(beef)) and tallow derived from prohibited material.'52 As of the 2006 edition of the Code of Federal Regulations,
however, the feed ban had not been amended since the 1997 enactment.
C. Foodfor Humans-FSIS and FDA
1. FSIS
The Food Safety and Inspection Service (FSIS), an agency
within USDA, governs safety of meat, eggs, and poultry. The Federal Meat Inspection Act (FMIA)M makes it unlawful for anyone to
sell adulterated or misbranded meat or meat products'5" and authorizes measures to ensure that meat and meat products are neither
misbranded nor adulterated. The definition of "adulterated" under
the FMIA includes meat that is "unhealthful, unwholesome, or otherwise unfit for human food."" Under the FMIA, the FSIS examines animals before slaughter and conducts post mortem examination of carcasses." 7
The FSIS Hazard Analysis and Critical Control Point (HACCP)
Systems regulations, enacted in 1996, represent part of FSIS's efforts
to protect the meat supply under FMIA"' The regulations require
preventive controls to improve product safety (HACCP), as well as
sanitation standards and microbial testing, and they impose per-

152. FDA, Proposed Rule, Substances Prohibited From Use in Animal Food or
Feed, 70 Fed. Reg. 58,570 (6 Oct. 2005), to be codified at 21 C.F.R. §§ 589.2000,
589.2001.
153. Id. at 58,600-01.
154. 21 U.S.C. §§ 601-659.
155. Id. § 610(d).
156. Id. § 601(m)(3). On USDA's burden of proof that meat is adulterated, see
McGarity, supra note 110, at 312-13.
157. 21 U.S.C. §§ 603, 604.
158. FSIS, Pathogen Reduction; Hazard Analysis and Critical Control Point
(HACCP) Systems, 61 Fed. Reg. 38,806 (25 July 1996) (codified at 9 C.F.R. pts. 304,
308, 310, 320, 327, 381, 416, & 417). On HAACP, see McGarity, supra note 110, at
314-319.
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formance standards for reduction of Salmonella. Some of the BSEspecific regulations fit within the HACCP requirements.'
After discovery of the first BSE-positive cow in the US, the FSIS
took several steps to protect the food supply. First, in light of the
positive finding, FSIS ordered that, when cattle are selected for BSE
testing by APHIS, meat inspectors should not mark carcasses "inspected and passed" until results of the test are received and the
result is negative." This change helps to prevent an infected animal
from entering the food chain.
Shortly thereafter, FSIS published three interim final rules that
reduce human exposure to BSE.' ' The first 62 focused on two significant factors in BSE infection: nonambulatory (sometimes called
"downer") cattle. 3 and specified risk materials. European data indicated that cattle that cannot stand up, those with clinical signs of a
central nervous system disease, and dead cattle show a higher incidence of BSE. Moreover, the WHO and other organizations recommended in 2001 that "clinically confirmed cases [of BSE] in bovines and any progeny born in the two preceding years to female
cases should be destroyed" and that "all animals suspected of being
infected with BSE should be destroyed."'"
Under FSIS regulations in effect before 2004, cattle with clinical
signs of CNS disease and those that were dying or had died could
not be used for human food. Crippled livestock and downers, how159. McGarity, supra note 110, at 315.
160. FSIS, Bovine Spongiform Encephalopathy Surveillance Program, 69 Fed.
Reg. 1892 (12 Jan. 2004). Prior to this directive, the FSIS only recommended, but
did not require, that carcasses be held until the sample proved negative. Id.
161. See also the joint USDA, FDA document, Federal Measures To Mitigate BSE
Risks: Considerations for Further Action, 69 Fed. Reg. 42,288 (14 July 2004).
162. FSIS, Prohibition of the Use of Specified Risk Materials for Human Food
and Requirements for the Disposition of Non-Ambulatory Disabled Cattle, 69 Fed.
Reg. 1862 (12 Jan. 2004), codified at 9 C.F.R. pts. 309-311, 318, 319. See also the
amendment, FSIS, Prohibition of the Use of Specified Risk Materials for Human
Food, 70 Fed. Reg. 53,043 (7 Sept. 2005). FSIS affirmed this rule, with changes, in
July 2007. 72 Fed. Reg. 38,700 (13 July 2007).
163. Press Release, USDA, Veneman Announces Additional Protection Measures
to Guard Against BSE (No. 0449.03, 30 Dec. 2003). Beef industry organizations,
especially the National Cattlemen's Beef Association, are reported to have defeated
earlier legislative efforts to ban downer cattle from the food supply, as well as country of origin labeling for beef. Sarah Leuck, Cattlemen Saddle Up for Duels Over Rules,
WALL ST.J. (Eastern ed.), 8 Jan. 2004, A4.
On issues concerning downed animals, see Kevin Briley, Comment, Downed
Animals: Can Your Steak Stand Up for Itsel?, 15 SANJOAQUIN AGRic. L. REV. 39 (2006).
164. Cohort animals of a confirmed case should also be destroyed.
WHO/FAO/OIE, supra note 18, at 11-12.
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ever, could be used for food. They were labeled "U.S. Suspects" and
subject to veterinary (instead of FSIS inspector) post-mortem examinations, but on satisfactory inspection, they were slaughtered
and entered the food chain."u
The 2004 regulations, affirmed with changes, in 2007, require
condemnation of downer catde.'" Nonambulatory disabled livestock (defined to include those that cannot rise from a recumbent
position or cannot walk for any reason) are excluded from the human food chain and must be condemned.'6 7 Condemned carcasses
must be disposed of by "tanking" (inedible rendering), incineration,
or an approved denaturing method that makes them inedible.'"
The FSIS also requires the removal of SRMs from the human
food supply.'69 Research has demonstrated BSE infectivity in specified cattle tissue, particularly brain, spinal cord, dorsal spinal nerve
root ganglia, and other tissue. Therefore, the FSIS regulation defined infective tissues as SRMs, which "are inedible and shall not be
used for human food.' 76 Under the rule, SRMs include the tonsils

165. 69 Fed. Reg. 1862, at 1870 (referring to 9 C.F.R. §§ 309.2, 309.3, 309.4,
311.1 (2003)).
166. See 72 Fed. Reg. 38,700. 9 C.F.R. § 309.2(b) (2005). Earlier attempts to persuade USDA and FDA to prohibit food use of downer cattle had been unsuccessful.
See, e.g., Baur v. Veneman, 352 F. 3d 625 (2d Cir. 2004). Baur's suit was filed before
BSE was found in the US, and the District Court dismissed for lack of standing.
Farm Sanctuary, Inc. v. Veneman, 212 F. Supp. 2d 280 (S.D.N.Y. 2002). The Second Circuit vacated the judgment as to Baur, holding that Baur had standing, at
least as to cattle; his increased risk of contracting illness from downer livestock was
an injury in fact and the possible transmission of BSE was a credible threat of harm.
352 F.3d at 643.
167. 9 C.F.R. §§ 309.2(b), 309.3(e). The ban does not include disabled cattle that
are ambulatory. For criticism, see McGarity, supra note 110, at 335-36. Though
some disagree with the ban, others assert that the risk to human health posed by
downer animals made the ban overdue. Odeshoo, supra note 75, at 306.
168. 9 C.F.R. § 314.1. See 69 Fed. Reg. 1862, at 1871.
169. In 2001, the WHO had emphasized the importance of eliminating specific
risk materials from human food. WHO/FAO/OIE, supra note 18, at 6-8. The
Terrestrial Animal Health Code (2006) of the World Organization for Animal
Health (OIE or Office International des Epizooties) indicates that SRMs should not
be used in "food, feed, fertilisers, cosmetics, pharmaceuticals including biologicals,
Art. 2.3.13.13, http://www.oie.int/eng/normes/Mcode/
or medical devices."
enschapitre_2.3.13.htm (last visited 26 Mar. 2007).
170. 9 C.F.R. § 310.22(b). In 2004, USDA announced its intention to establish a
loan guarantee program, so that SRMs could be burned to provide a bio-based
source of energy. Notice of Funds Availability (NOFA) Inviting Applications for the
Specific Risk Materials and Certain Cattle Renewable Energy Guaranteed Loan
Pilot Program, 69 Fed. Reg. 28,111 (18 May 2004).
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and distal ileum of all cattle."" For cattle thirty months of age or
older, SRMs also include the "brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column [with a few exceptions], and dorsal
root ganglia.""n Meat slaughter and processing facilities must develop, implement, and maintain procedures for handling SRMs, and
document compliance.'
The second interim rule addressed advanced meat recovery
(AMR) and mechanically separated meat (MS(beef)). 4 AMR allows
removal of muscle tissue from livestock bones, but may also leave
infective spinal cord and dorsal root ganglia in the meat product.Y
The regulation amends the definition of "meat" to exclude significant portions of bone and components (bone marrow) and "any
amount of brain, trigeminal ganglia, spinal cord, or dorsal root ganglia."'7 6 The products of AMR systems cannot be labeled as meat if
they include those four types of nervous system tissue or significant
bone solids or bone marrow from any animal, or if they include
skulls or vertebral tissue from cattle thirty months or older.'" Establishments must develop, implement, and maintain procedures to
control the AMR process.'
MS(beef) results from a process that incorporates bone and its
components into the meat food product; earlier regulations had
permitted MS(beef) to include spinal cord and dorsal root ganglia.
Because of the risk of BSE, FSIS banned the use of MS(beef) for
human consumption. 9

171. 9 C.F.R. § 310.22(a). The 2004 regulation required disposal of the entire
small intestine, 69 Fed. Reg. 1862, at 1873. Amendments in 2005, however, permit
use of the small intestine for human food under certain circumstances. Prohibition
of the Use of Specified Risk Materials for Human Food, 70 Fed. Reg. 53,043, 53,050
(7 Sept. 2005), (codified at 9 C.F.R. § 310.22(a)(3)). Beef small intestines from
countries with BSE risk are subject to APHIS regulations, 9 C.F.R. pts. 94-96; 70
Fed. Reg. at 53,047.
172. 9 C.F.R. § 310.22(a),(e). Cattle are deemed to be thirty months or older,
unless proved to be younger.
173. Id. § 310.22(d). Procedures can be included in HACCP or other plans.
174. FSIS, Meat Produced by Advanced Meat/Bone Separation Machinery and
Meat Recovery (AMR) Systems, 60 Fed. Reg. 1874 (12 Jan. 2004) (codified at 9
C.F.R. pts. 301, 318, 320).
175. 60 Fed. Reg. at 1875-76.
176. 9 C.F.R. § 301.2.
177. Id. § 318.24(a). See also id. § 318.24(c), which defines measures for determining that AMR products are not meat.
178. Id. § 318.24(b).
179. 70 Fed. Reg. at 1882-83, referring to 69 Fed. Reg. 1862, at 1866-67. Evidently, few establishments produced MS(beef). McGarity, supra note 110, at 335.
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The third FSIS measure prohibited the use of certain stunning
devices in cattle slaughter."
Under the Humane Methods of
Slaughter Act,'81 livestock must be slaughtered humanely; they must
be made insensible to pain early in the slaughter process. Slaughter
establishments used penetrative captive bolt stun guns, which made
cattle unconscious by driving a bolt into the animal's brain, either
with compressed air or a blank cartridge. Compressed air guns "can
force visible pieces of brain and other CNS tissue into the circulatory system of stunned cattle, '"" which may then expose humans to
BSE through adulterated meat." Therefore, FSIS banned the use of
"[c]aptive bolt stunners that deliberately inject compressed air into
the cranium at the end of the penetration cycle" for stunning cattle."' FSIS indicated, however, that US slaughterhouses did not use
air-injection stunning.'"
Though these regulations were intended to remove the risk of
infective tissues in the human food chain, some evidence suggests
that not all establishments comply adequately. For example, in August 2005, documents released pursuant to a FOIA request indicated that federal meat inspectors had reported more than 1000
instances of noncompliance with food safety rules connected with
BSE. One third of these involved improper removal or handling of
SRMs; more than half involved inadequate HACCP plans for BSE or
SRMs. 86' In response, the FSIS issued a fact sheet to highlight its
strong enforcement of HACCP and SRM regulations to protect
against BSE.'
The fact sheet insisted that "FSIS is confident it is
successfully carrying out its mission to protect public health by

180.

FSIS, Prohibition of the Use of Certain Stunning Devices Used to Immobilize

Cattle During Slaughter, 69 Fed. Reg. 1885 (12 Jan. 2004), codified at 9 C.F.R. pts.
310, 313. FSIS affirmed this rule in July 2007. 72 Fed. Reg. 38,700 (13July 2007).
181. 7 U.S.C. §§ 1901-1906.
182. 69 Fed. Reg. at 1887.
183. See id. at 1889, citing as authority 21 U.S.C. §§ 601(m) (defining adulterated)

& 621.
184.

9 C.F.R. § 313.15(b)(2)(ii) (2005).

185. 69 Fed. Reg. at 1889.
186.

Public

Citizen,

BSE

Noncompliance

Record

http://www.citizen.org/cmep/foodsafety/madcow/articles.cfm?ID= 13903
visited 26 Mar. 2007).

Analysis,

(last

Noncompliance reports dated from January 2004 to May

2005.
187.

FSIS,

USDA,

BSE

Rules

Being

Strictly

Enforced

(August

2005),

http://www.fsis.usda.gov/FactSheets/BSE-RulesBeing__StricdyEnforced/index.
asp.
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strictly
enforcing safeguards designed to protect Americans from
,,,s
BSE. 8

A study by the Harvard Center for Risk Analysis evaluated the
effect of food safety measures enacted by USDA and concluded that
the measures "all reduce potential human exposure to BSE infectiv89
ity but have little effect on spread of BSE in the cattle population."
Removing downer cattle from the human food supply and prohibiting advanced meat recovery on animals over thirty months reduce
human exposure. Removing SRMs from animals older than thirty
months "almost completely eliminates potential human exposure."'°
The study also noted that these measures reduce "what is already a
small risk in absolute terms."'9 '
2. FDA
Though USDA (through FSIS) has primary responsibility for
meat and meat products, FDA regulations also apply. FDA and
USDA have coordinated their rule making, sometimes publishing
related rules in the same issue of the Federal Register. Thus, in July
2004, the FDA published an interim final rule that prohibited the
use of certain materials derived from cattle in food and cosmetics
for human use. I" In September 2005, both the FDA and the FSIS
amended theirJuly 2004 rules.9
Under the FDA regulation, no human food can be manufactured from, processed with, or contain prohibited cattle materials."M
Prohibited cattle materials are specified risk materials (those in-

188. Id. (final paragraph).
189.

2005 HARVARD RISK ASSESSMENT, supra note 63, at 6.

190. Id.
191. Id. The analysis calculated numerical reductions of risk, using a simulation
that assumed that 500 infected cattle would enter the US. The study also evaluated
proposed measures. Removal of SRM in food and feed from animals twelve
months or older would be "extremely effective" in reducing human exposure to
BSE; removal of SRMs from rendered animals and removal of animal protein from
cattle feed would also be effective. Id. at 7.
192. Use of Materials Derived from Cattle in Human Food and Cosmetics, 69
Fed. Reg. 42,256 (14 July 2004), codified at 21 C.F.R. pts. 189 & 700. See also the
companion regulation on Recordkeeping Requirements, 69 Fed. Reg. 42,275 (14
July 2006). This article does not focus on cosmetics.
193. FDA, Use of Materials Derived from Cattle in Human Food and Cosmetics,
70 Fed. Reg. 53,063 (7 Sept. 2005); FSIS, Prohibition of the Use of Specified Risk
Materials for Human Food, 70 C.F.R. 53,043 (7 Sept. 2005).
194. 21 C.F.R. § 189.5 (2006).
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cluded by FSIS),"9 ' material from nonambulatory disabled cattle, material from cattle not inspected and passed, and mechanically separated beef. The small intestine is prohibited unless it is removed
according to regulation.'" Like the FSIS regulations discussed
above, the FDA rule also prohibits use of SRMs, nonambulatory disabled (downer) cattle, and MS(beef) as food. Use of the prohibited
cattle materials in food for humans makes the food adulterated under the FDCA.'97
IV. TRACEABILITY
A. In General
Discovery of a food safety issue, like BSE in cattle or, perhaps
more commonly, a contaminant like E.coli 0157:H7 in spinach,
raises public awareness of the importance of finding the source of
the disease or contaminant. Private or government systems of
traceability help in this effort. Traceability for a food attribute can
occur when "information about a particular attribute of a food
product is systematically recorded from creation through marketing.

" 198

The European Community's General Food Law, enacted in
2002, recognizes the need for a comprehensive system of traceability
within food and feed businesses to avoid disruption in case of food
safety problems."9

Accordingly, the General Food Law requires

195. 9 C.F.R. § 310.22 (2005), discussed supra text accompanying notes 170-73.
196. 21 C.F.R. § 189.5(a)(1)(5) (2006). "Prohibited cattle materials do not include
[certain] tallow ....
tallow derivatives, hides and hide-derived products, and milk
and milk products." Id. (a)(1). The July 2004 regulation listed the whole small
intestine as prohibited cattle material, 69 Fed. Reg. at 42,273, but both the FSIS and
the FDA concluded that the infective distal ileum could be removed safely from the
rest of the small intestine. 70 Fed. Reg. at 53,043 (FSIS), 53,063 (FDA) (7 Sept.
2005).
197. 21 U.S.C. § 342(a)(3),(4). Cosmetics that do not comply are adulterated
under id. § 361(c).
198. Elise Golan et al., Traceabilityfor Food Marketing & Food Safety: What's the Next
Step?, AGRICULTURAL OUTLOOK 21, 21 (Jan.-Feb. 2002) [hereinafter Golan et al.,
Traceability]. For a recent review of agri-food traceability, see Jill E. Hobbs, Traceability in the agri-food sector: issues, insights and implications, 2006(1) CAB Reviews: Perspectives in Agriculture, Veterinary Science, Nutrition, and Natural Resources, No. 029, http://www.cabastractsplus.org/cabreviews.
199. Regulation 178/2002, pmbl. (28), 2002 O.J. (L 31) 1, 3. The European
Rapid Alert System for Food and Feed (RASFF), authorized by the General Food
Law, arts. 50-54, was used in November 2004 to trace dioxin-contaminated potato
by-products used for animal feed and to block movement of animals on farms that
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farm-to-fork traceability of food, feed, food-producing animals, and
other substances used in food. It requires food and feed business
operators to implement systems and procedures, including labeling,
for traceability.2 ' The General Food Law defines "traceability"
broadly as "the ability to trace and follow a food, feed, foodproducing animal or substance intended to be, or expected to be
incorporated into a food or feed, through all stages of production,
processing and distribution.""0 '
The US, in contrast, does not require traceability for all food
and feed, and traceability systems are less prevalent than in the
European Union. US discussions of traceability in the 1990s may
have been "derailed" by a focus on genetically modified organisms
(GMOs) and their products. European requirements for traceability
of GMOs associated traceability "with locating a negative attribute
rather than retaining the value of a positive attribute, " "° which may
have dampened US enthusiasm for required systems of traceability.
When US producers and firms establish traceability programs, they
often focus on specific food safety goals, defining traceability as
"[t]he efficient and rapid tracking of physical product and traits
from and to critical points of origin or destination in the food chain
20 3
necessary to achieve specific food safety and, or, assurance goals."

Both private firms and government food agencies play roles in
tracing food in the US. Private firms have several motives for traceability. Some food producers want "to differentiate and market
foods with subtle or undetectable quality [or credence] attributes,"2 0

which may refer to the food's content or to its process attributes
used the feed. Press Release, European Commission, Dioxin contamination: EU
traceability and alert notification systems work well (IP/04/1343, 5 Nov. 2004).

In 2005, The RASFF received 3158 notifications of food and feed risks (22%
more than in 2004). Meat and meat products made up 18% of the products notified.

HEALTH

AND

CONSUMER

PROTECTION

DIRECTORATE-GENERAL,

EUROPEAN

COMMISSION, THE RAPID ALERT SYSTEM FOR FOOD AND FEED (RASFF): ANNUAL
REPORT 2005, at 4, 9, 10 (2006), http://ec.europa.eu/food/food/rapi-

dalert/report2005_en.pdf.
200. Regulation 178/2002, art. 18, 2002 O.J. (L 31) at 11.
201. Id. art. 3(15), 2002 O.J. (L 31) at 8.
202. Eluned Jones, Entity Preservation and Passport Agriculture: EU vs. USA, 7
DRAKEJ.AGRic. L. 381, 400 (2002). Moreover, the US hasn't experienced a widespread crisis like BSE or foot and mouth disease in the UK. On EC traceability
requirements, see Margaret Rosso Grossman, Traceability and Labeling of Genetically
Modified Crops, Food, and Feed in the European Union, 1J. FOOD L. & POL'Y 43 (2005).

203.

& ASSURANCE IN THE GLOBAL FOOD
9 (2004), www.farmfoundation.org.
204. Golan et al., Traceability, supra note 198, at 21. Thus, traceability facilitates
traceback.
SYSTEM

FARM FOUNDATION, FOOD TRACEABILITY
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(e.g., production or stewardship). Other firms use traceability to
ensure food safety and quality by reducing the time needed to identify and recall contaminated products (that is, to facilitate traceback).2 11 Improvement of supply-side management is another use of
traceability systems, which can help to manage production and track
sales and inventories (e.g., through bar codes).
Though many traceability systems are voluntary, governmentmandated traceability can be used "to facilitate and monitor traceback to enhance food safety; to address consumer information
about food safety and quality; and to protect consumers from fraud
and producers from unfair competition."2" Traceability also plays a
role in protection of the US food supply from possible bioterrorist
threats. Pursuant to the Bioterrorism Act of 2002,207 the FDA has
enacted regulations that require traceability (one step up and one
step down) for manufacturers, processors, packers, transporters,
channel. Farmers, restaurants,
and others in the food distribution
28
and fishing vessels are exempt. 1
Both USDA and FDA play roles in food safety, and the USDA
focuses on meat and poultry. Both agencies rely on private firm
documentation for traceability. "A firm's traceback documentation
is constructed from its traceability system: the documentation used
to trace a food from farm ... to plate ... is used to trace a food
product back from plate to farm." 21 Moreover, each agency relies
on voluntary recall of contaminated foods, because neither has
statutory authority for mandatory recall.1 °

205. Id. at 22-23. One example is an Irish supermarket that can trace meat to the
animal of origin through DNA testing. Id. at 23.
206. Id. at 23.
207. The Bioterrorism Act of 2002 is the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002, tit. IIIA, §§ 301-315, Pub L. 107-88, 116
Stat. 594, 662-75 (2002). Section 306, codified at 21 U.S.C. § 350c, requires recordkeeping for traceability and authorizes inspection of records.
208. 69 Fed. Reg. 71,562, 71,651-55 (9 Dec. 2004), corrected at 70 Fed. Reg. 8726
(23 Feb. 2005) (codified at 21 C.F.R. §§ 1.326-.368).
209. Golan et al., Traceability,supra note 198, at 24. Golan insists that if markets
function properly, firms will provide the optimal level of traceback capacity through
their traceability systems. Id.
210. Michael T. Roberts, Mandatory Recall Authority: A Sensible and Minimalist
Approach to Improving Food Safety, 59 FOOD & DRUG L.J. 563, 567 (2004). Voluntary
recall is motivated by "the implicit threat of regulatory action, liability, and/or adverse publicity." Id.
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B. TracingAnimals
Animal identification "refers to the marking of individual farm
animals, or a group or lot of animals, so that they can be tracked
from place of birth to slaughter."2 1 1 It is one part of traceability,
which tracks "the movement of identifiable products through the
marketing chain. 2 1 2 In a discussion of traceability focused on animal disease, the USDA indicated that
Traceback refers to the ability to track an animal's location over its lifespan and the ability to determine which animals may have been in contact with the diseased animal or shared a contaminated feed supply.
Trace forward data provides locations of animals moved out of the
premises of concern that may have been exposed to the disease. 213

US interest in tracing the identity of animals has increased in
recent years, particularly after the discovery of BSE (with its link to
vCJD) in Canadian and US cattle, the 2001 epidemic of foot and
mouth disease in the UK and elsewhere in Europe,21' and the concern about bioterrorism after terrorist attacks on US soil.1 5 Implementation of country of origin labeling (COOL), which has been
delayed several times and is still subject to debate, may eventually
also require identification and tracing of animals; under COOL,

211. Geoffrey S. Becker, Animal Identification and Meat Traceability, at 1, CRS
Rep. RL32012 (updated 13 July 2006), http://ncseonline.org/NLE/CRSreports/
06Aug/RL32012.pdf [hereinafter Becker, Animal ID].
212. Id. at 2.
213. APHIS, FSIS, & FDA, Federal Measures to Mitigate BSE Risks: Considerations for Further Action, 69 Fed. Reg. 42,288, 42,298 (14 July 2004). The Canadian
Livestock Identification Agency (CLIA) distinguished between tracking and tracing:
Tracking is the ability to follow an animal or a group of animals from a
point of origin in the supply chain to a present location or point of disposal.
Tracing is the capacity to follow an animal or group of animals back to the
point of origin and link them to contacts or inputs (contaminants or infectious agents) that may have affected their quality or fitness for consumption. Both activities require recording and storage of data on movements
through the supply chain.
CLIA, Frequently Asked Questions, http://www.canadianlivestockid.ca/eng/
faqse.htm (last visited 7 Sept. 2006).
214. See generally DEFRA, About Foot and Mouth Disease (updated 16 August
2006), http://www.defra.gov.uk/footandmouth/about/index.htm.
215. Becker, Animal ID, supra note 211, at 1.
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only meat from animals with a US life cycle can be labeled as meat
of US origin. 6
Identification of animals and the resulting traceability are not
new, because livestock owners have strong incentives to identify
their live animals. Protection of property from loss or theft, especially in open range grazing, has long been an important motivation
for identifying cattle. Other motives for live animal traceability include animal disease control and differentiation of "credence attributes"-characteristics preferred by consumers, but not evident from
visual inspection of animals. 7
Branding, used in the US since the late 1800s, is the traditional
method for identifying cattle, but other methods, including tags,
were also used.1 8 In the 1960s and thereafter, USDA programs to
eradicate animal diseases required ear or back tags, tattoos, and face
brands on infected animals.1 9 The Uniform Eartagging System was
used for identification, vaccination, and reactor tags used in programs to eradicate diseases.
Today ear tags and other marks are common, and they use
printed numbers, microchips, or machine-readable codes. At cowcalf operations, a majority of cattle of cattle are identified individually or by group. At large commercial feedlots, 98% of cattle are
identified individually or by group, and at small commercial feedlots, about 80% are identified. 0 Identification of animals at slaughter allows payment based on carcass quality."
Moreover, under
FSIS regulations, until completion of post-mortem inspection, the
slaughterer must identify the head and specified organs with the rest
216. Id. at 3. COOL has been delayed until 30 Sept. 2008. On COOL, see Geoffrey S. Becker, Country-of-Origin Labeling for Foods, CRS Rep. 97-508 (updated 20

Mar. 2006).
217. ELISE

GOLAN ET AL., TRACEABILITY IN THE U.S. FOOD SUPPLY: ECONOMIC
THEORY AND INDUSTRY STUDIES 27 (ERS, USDA, AER 830, 2004) [hereinafter
GOLAN ET AL., AER 830].

218. Benjamin D. Richey et al., Animal Agriculture and Identification: Historical
Significance (National Institute for Animal Agriculture, prepared for US Veterinarian
2005),
www.animalagriculture.org/id/AnimalAgricultureandIDHistoricalSignificance.htm
(visited 21 Nov. 2006).
219. Id.
220. Id. at 28-30. Large commercial feedlots, which feed 66 percent of cattle,
have at least 8,000 head. Id. at 29. Traceability systems for hogs tend to be integrated, because most hogs are produced under contractual arrangements or by
integrated operations. Id. at 33. For disease control, interstate swine movement
requires identification of animals. Becker, Animal ID, supra note 211, at 34.
221. GoLAN ET AL., AER 830, supra note 217, at 30.

2006]

US NATIONAL ANIMAL IDENTIFICATION SYSTEM

of the carcass and retain all identifying tags.'

After inspection,

however, the identity of individual animals may be lost, and meat
safety becomes the predominant issue.2 "

An effective system of identifying cattle and tracing their movement is critical to minimize the risk from BSE and numerous contagious animal diseases. In Canada, where a national identification
and tracking system was in effect before its first identified BSE case,
officials could identify, trace, and test birth cohorts of infected cattle."4 The lack of an animal identification system contributed to the
USDA's "inability to track down most of the other at-risk cows" that
entered the US from Canada with a BSE-infected cow." Lack of any
identification on the Alabama cow with BSE in March 2006 meant
that the cow could not be traced to its herd of origin, even after an
investigation of thirty-seven farms."6 Even so, industry leaders view
animal identification as a "potential tool in animal health and food
safety assurance programs," rather than a method for preventing
BSE. 2 7

An animal identification system that records date of birth can
also determine the age of cattle sent to slaughter. Removal of SRMs
at slaughter is one of the "firewalls" designed to keep SRMs from
animals infected with BSE out of the food supply, and additional
SRMs must be removed from cattle that are thirty months or older.
When age cannot be documented, all carcasses must be treated as
thirty months or older."8 An audit report, critical of slaughter controls, noted that "[w]ithout an animal identification system, APHIS

222.
223.
224.

9 C.F.R. § 310.2 (2006).
GOLAN ET AL., AER 830, supra note 217, at 31.

CENTER FOR SCIENCE IN THE PUBLIC INTEREST, NAME THAT Cow: U.S. BSE
PRECAUTIONS AND TRADE wrrH CANADA 6 (2005) [hereinafter NAME THAT Cow]. A

birth cohort is "cattle born on the farm of origin the 12 months before and after
the birth of the affected animal." Id.
225. Odeshoo, supra note 75, at 313. Some could be tracked only because the
infected cow came from Canada, which has an animal ID system. Id The US could
track only 29 of the 81 cows imported with the infected cow. NAME THAT Cow,
supra note 224, at 6, Table 3.
226. APHIS, USDA, Alabama BSE Investigation, Final Epidemiology Report, May
2, 2006, at 13, http://www.aphis.usda.gov/newsroom/hotissues/bse/content/
printable-version/EPI-Final.pdf. See also Scott Kilman, Mad-Cow Case Frustrates
Officials, WALL ST.J., 4 May 2006.

227. Geoffrey S. Becker & Sara A. Lister, Bovine Spongiform Encephalopathy
(BSE, or "Mad Cow Disease"): Current and Proposed Safeguards 43, CRS Report

RL32199 (updated 13 Oct. 2005), http://ncseonline.org/NLE/CRSreports/
05oct/RL32199.pdf.
228. See, e.g., 9 C.F.R. § 310.22(a)(e).
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and FSIS rely on meat establishments to determine the age of cattle
slaughtered." m
Animal identification and traceability are costly. One USDA estimate of the implementation cost of farm to slaughter traceability
for "all program species" is $500 million; a private-sector estimate of
initial capital investment is $140 million, plus annual costs of approximately $108 million.2 "° Despite the potential cost, however,
numerous recent reports and commentaries have emphasized the
importance of animal identification. For example, in a 2001 report
that focused on international hazards from BSE, the WHO and
other organizations recommended that if a case of BSE is confirmed, "all cohort animals, i.e. animals exposed to the same risk,
should be destroyed." The report continued, "For this purpose,
adequate, individual animal identification and records of movement
of cattle must be in place." 231'

The report recommended ongoing

education of food chain participants to encourage, among other
things, traceability of animals, as well as traceability of raw materials
and compound feed. 2
Similarly, after discovery of BSE in the US, a report by international experts assessed BSE-related measures and emphasized the
importance of "effective identification and traceability systems, that
have value not only for the cost-effective and rapid tracing of animals for culling, but also for containment of contagious diseases.
The report encouraged the implementation of an appropriate animal ID system.3 More recently, the Safe Food International Guidelines, developed by international consumer organizations with cosponsorship from WHO and FAO, recommended essential elements
for effective food safety.2 Among these are recall and tracking sys-

229. OIG Audit, supra note 110, at 52.
230. Bailey et al., supra note 10, at 293. Sparks Companies Inc. estimated the
capital investment and annual costs.
231. WHO/FAO/OIE, supra note 18, at 12. In some cases, the recommendation
continued, more extensive destruction might be considered for "social, political,
economic or trading reasons." Id.
232. Id. at 13.
233. IRT Report, supra note 149, at 9.
234. Id.

235. Guidelines for Consumer Organizations to Promote National Food Safety
Systems (2005), printed in Caroline Smith DeWaal & Gonzalo R. Guerrero Brito,
Safe Food International:A Blueprintfor Better Global Food Safety, 60 FOOD & DRUG L.J.
393, 398-405 (2005).
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tems which, "[i]n the case of live animals, may include animal identification systems using ear tags and other devices.""
C. Tracing Meat
This emphasis on animal identification and traceability illustrates an important impact of BSE, which has influenced the whole
food industry: "the shift in emphasis away from risk management at
the retail level to implementing quality assurance and traceability
throughout the supply chain." ' In this context, traceability of meat
and their products is important, too, both for supply-chain management and for food safety." But farm to fork traceability is difficult and expensive.
Most meat sold at retail can be traced to its slaughter or processing plant, because FSIS regulations require meat that is transferred to be marked with the official inspection legend and the
number of the processor or slaughterer."' Identifying beef from
individual animals, however, raises special difficulties because,
unlike manufacturing, the process is a "disassembly process."""° At
the packing plant, where animals are slaughtered, meat cuts from
numerous beef carcasses are often packaged together.' This largescale fabrication process, where individual cuts of meat are prepared, makes "tying individual
cuts... back to animals entering the
2 42
plant virtually impossible."

236. Id. at 403. Surveillance systems that identify diseases in animals should be
part of a system that allows "tracing of causes of foodborne disease from the farm
to the kitchen." Id. at 400.
Similarly, NASDA emphasized the importance of tracing food in the event of
an emergency and noted that the lack of a uniform regulatory system may make
tracing difficult. NATIONAL ASSOCIATION OF STATE DEPARTMENTS OF AGRICULTURE,
EMERGENCY RESPONSE PLAN: FOOD EMERGENCY TEMPLATE, at App. B-4 (2006),
http://www2.nasda.org/NR/rdonlyres/2EC4F1B6-9732-4187-8A1D7024C6818CBE/858/NASDAFoodPlanTemplateO2O906.pdf.
237. Jones, supra note 202, at 399.
238. GOLAN ET AL., AER 830, supra note 217, at 31, 34.
239. 9 C.F.R. § 316.9 (2006). In addition, some meat includes a processing batch
number. GOLAN ET AL., AER 830, supra note 217, at 32.
240. Bailey et al., supra note 10, at 293. The authors describe the process at a
typical meat slaughter and packing operation.
241. Id. at 293-94. Perhaps as a substitute for complete traceability, testing protocols are designed to ensure that meat is safe before it leaves the plant.
242. Id. at 294. The authors present results of a survey that suggests that a substantial percentage of consumers are willing to pay more for steaks that are traceable from farm to fork.
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A two-step process of traceability for animals-separate traceability systems for live animals from farm to slaughter and for meat
and meat products from the processing plant-leaves a break in farm
to fork traceability. That is, information on the identity of individual animals has generally not been maintained. Recent focus on
attributes like animal welfare practices, feed, and use of antibiotics
and hormones, as well as diseases like BSE, has increased interest in
linking animal and meat tracing systems. Techniques that link animals with their meat products have been developed, but these are
often capital or labor intensive and require careful recordkeeping"
It is expected, however, that animal-to-meat traceability will become
more common as technological advances reduce costs and increase
accuracy."
V. ANIMAL IDENTIFICATION
A. Other Countries
A number of countries have implemented some level of tracking and tracing of animals. 4 ' Member States in the EU must identify
their animals under programs enacted pursuant to EC measures.

For example, a Regulation enacted in 2000 governs the system for
identification and registration of cattle, 6 and a later Regulation
governs identification and registration of sheep and goats. 47 Similarly, both Canada and Australia, competitors with the US in beef
243. Ahmed ElAmin, DNA technique developed for meat traceability, Food Navigator USA.com (9 Oct. 2006), http://www.foodnavigator-usa.com/news/print
NewsBis.asp?id=71125.
DNA techniques can be used to trace meat, and even products made from meat
from more than one animal, back to individual animals. Id. These techniques are
costly and not yet commonly used.
244. GOLAN ET AL, AER 830, supra note 217, at 32.
245. These include, the EU, New Zealand, Japan, Australia, Brazil, and Argentina.
CLIA, Frequently Asked Questions, Q. 11, http://www.canadianlivestockid.ca/
eng/faqs~e.htm (last visited 26 Mar. 2007).
246. Regulation 1760/2000 establishing a system for the identification and registration of bovine animals and regarding the labelling of beef and beef products,
2000 O.J. (L 204) 1 (11 Aug. 2000). See also Commission Regulation No. 1083/2003
laying down detailed rules for the implementation of Regulation 1760/2000, 2003
OJ. (L 156) 9 (25 June 2003).
247. Regulation 21/2004 establishing a system for the identification and registration of ovine and caprine animals, 2004 O.J. (L 5) 8 (9 Jan. 2004). For a description
of EU measures, see Bernd M.J. van der Meulen & Annelies A. Freriks, Beastly Bureaucracy: Animal Traceability, Identification and Labeling in EU Law, 2 J. FOOD L. &
POL'Y 317 (2007).

2006]

US NATIONAL ANIMAL IDENTIFICATION SYSTEM

and other agricultural products, have mandatory animal ID systems.
Other countries, too, require identification of food animals. The
discussion that follows describes these animal identification systems
briefly.
1. Canada
In Canada, the Canadian Livestock Identification Agency
(CLIA), created in 2005 as an industry-led and governmentsupported agency, provides leadership for development of a traceability system, including a multi-species database and national standards and criteria for identification and traceability. 8 The CLIA
defined livestock traceability as "the ability to trace the history, application, or location of an animal by means of recorded identifications ....

This requires three key information components: animal

identification, premises identification, and the movement of animals
between premises that can be applied from birth
or import to death
21'
or export or what is being termed as 'whole-life' 1
Canada's mandatory animal identification system for cattle is
operated by a non-profit industry organization, the Canadian Cattle
Identification Agency (CCIA).2' The Canadian Cattle Identification
Program is intended to contain and eradicate animal disease. Under
the program, begun in 2001 and fully implemented by July 2002,
each animal bears a unique tag number 1 from its herd of origin
until export or slaughter. Canadian Food Inspection Agency regulations require cattle to be tagged before leaving their farm of origin,2

2

and penalties punish non-compliance.

Though the CCIA sys-

tem is a "book end" system, under which the tag from farm of origin
is retired at slaughter or death of the animal, a "movement and
sighting" (movein, moveout) component has been added, and
248. Canadian
Livestock
Identification
Agency-Spring
2006
Update,
http://www.canadianlivestockid.ca/eng/index-e.htm (last visited 26 March 2007).
249. Id.

250. See

Canadian

Cattle

Identification

Agency

(CCIA),

http://www.canadaid.com/ (last visited 28 Nov. 2006).

251. The Canadian program uses eartags for animal identification. 71 Fed. Reg.
45,439, 45,440 (9 Aug. 2006).
252. CCIA, Producer information, http://www.canadaid.com/Producer/ (last
visited 26 March 3007).

In February 2007, however, it was reported that many

young feeder cattle and dairy cows from Canada reached the US without tags or
with tags that do not match their health certificates. Stephen J. Hedges, Canadian
cattle slip past USDA safeguards, CHICAGO TRIB. (19 Feb. 2007). USDA representatives blamed minor recordkeeping problems. Stephen J. Hedges, USDA: Mistakes
tracing Canadiancattle are 'minor', CHICAGO TRIB. (23. Feb. 2007).
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movement data can be reported voluntarily."' Radio frequency
identification devices (RFID) have been used since January 2005,
and beginning 1 September 2006, CCIA policy requires cattle leaving their "herd of origin" to wear an RFID tag. ' Data are maintained in a national database, and CCIA protects the confidentiality
of producer information; the Food Inspection Authority has access
to data if an animal health issue occurs. 255
The Canadian Pork Council and various provincial pork organizations have been active in developing the National Hog ID and
Traceability System, scheduled to be implemented by Summer
2008.' Led by industry, the program will facilitate trace back and
trace forward on live hogs from all swine premises to minimize
harmful effects of a food safety issue or an outbreak of a foreign
animal disease. The program will register swine premises, assign
numbers to animals (with "slap tattoo" numbers), and track movement of animals from farm to slaughter and between farms. Collaboration with the Canadian Livestock Identification Agency will
ensure that the hog program is compatible with traceability systems
for other livestock. 7
2. Australia
Australia, a large red meat exporter,28 established itself as a pioneer in livestock tracing when it began its system of tracking cattle
Backgrounder,
Information,
Producer
253. CCIA,
http://www.canadaid.com/Producer/ (visited 3 Jan. 2007). The movement and
sighting module, which began in January 2006, is mentioned in CCIA: A Report to
the Community 2005/2006, http://www.canadaid.com/CCIA%20Community
Report2006.pdf (visited 3 Jan. 2007).
254. CCIA, RFID Tagging Date Arrives, CCIA News (Fall 2006),
Enhttp://www.canadaid.com/16256%20CCIA%20FalINEWSLETrER.pdf.
forcement of the RFID requirement begins 31 Dec. 2007. CCIA, Producer Information, supra note 253.
255. Canadians, Australians Provide Details of Successful Animal ID Systems,
Informa Econ. Pol'y Rep., 20 Sept. 2005. By September 2005, 40 million unique
numbers had been assigned to Canadian animals.
256. Canadian Pork Council, National Identification and Traceability SystemSpring 2005, http://www.cpc-ccp.com/Traceability/Background.pdf.
257. Id.
258. Glynn T. Tonsor & Ted C. Schroeder, Animal Identification: Lessons for the
U.S. Beef Industry Learned from the Australian National Livestock Identification
System 2 (Western Extension Marketing Committee, FS #13, Summer 2006),
http://www.lmic.info/memberspublic/animalID/fsl3.pdf#search=%22australia%2
[hereinafter Tonsor &
Oanimal%20identification%20mandatory%20system%22
Schroeder, Animal ID].
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in the 1960s. 9 Initially, the program was designed simply to
counter bovine brucellosis and tuberculosis, but soon led to mandatory tail or ear tags for cattle sales.'n After the detection of excessive
chemicals in a number of cattle, Australia added its National Vendor
Declaration program26' to the tracing system, requiring owners to
disclose a number of facts about their herds. 62
Recently, Australia enhanced its ground-breaking tracing systems through the introduction of the National Livestock Identification System (NLIS) for cattle. Originally introduced as a voluntary
program that could be adopted on a state-by-state basis, the NLIS
has since become mandatory. 63 Unlike Australia's previous tracing
programs, the NLIS constitutes a "whole-of-life identification system" taking "individual animals ... from property of birth to slaughter."' Under the NLIS, cattle producers must tag calves before they
leave the birth premises and report animal movements between

259. Animal Health Australia (AHA), National Livestock Identification System
(updated 3 July 2006), http://www.animalhealthaustralia.com.au/programs/
adsp/nlis/nlis_home.cfm [hereinafter AHA, NLIS]. See also Animal Health Australia, Policy Paper, Livestock Identification and Traceability 6 (2003),
http://www.animalhealthaustralia.com.au/shadomx/apps/fms/fmsdownload.cfm?
fileuuid=F28BC7E5-FB25-566A-70D9-4E62E6C41A6B&siteName=aahc [hereinafter
AHA Policy Paper] (tracing the genesis of the national identification system explicitly to the Brucellosis and Tuberculosis Eradication Campaign).
260. AHA, NLIS, supra note 259.
261. The program is also known as the National Vendor Declaration and Waybill.
Meat and Livestock Australia, About the National Vendor Declaration and Waybill,
http://www.mla.com.au/topichierarchy/industryprograms/livestockqualitysystems
/naionalvendordeclarations/default.htm (last visited 26 Mar. 2007).
262. Glynn T. Tonsor & Ted C. Schroeder, Australia's Livestock Identification
Systems: Implications for United States Programs, 9 Aug. 2004, http://www.ag
manager.info/events/riskprofit/2004/Schroeder.pdf. Such facts include
whether the cattle 1) have been treated with a hormonal growth promotant, 2) were produced at that location with rules consistent with an independently audited quality assurance program, 3) were born and raised on
the vendor's property and if not, how long they resided there, 4) in the last
60 days had been fed any by-product stockfeeds and if so a list is required,
5) in the past 6 months had been grazed on any property placed under
grazing restrictions because of chemical residue, 6) were still within a holding period for treatment of any drug or chemical, [or] 7) had grazed or
been fed fodder at risk for endosulfan spray drift.
Id. at 8-9.
263. Tonsor & Schroeder, Animal ID, supra note 258, at 3.
264. Meat and Livestock Australia, About NLIS, http://www.mla.com.au/Topic
Hierarchy/IndustryPrograms/NationalLivestockd-entificaionSystem/About+NLIS
.htm (last visited 11 April 2007).

JOURNAL OF FOOD LAW & POLICY

[VOL. 2:231

properties." RFID tags allow cattle data to be read electronically
during transactions." Producers purchase ear tags either alone or
in combination with rumen bolus devices.267
NLIS is governed by state and territorial legislation,2 but the
database is managed by industry.2 Because the database is held by
a private company, rather than government, producer information
is protected from disclosure.2 7 Federal and state authorities may
obtain information needed to address an animal health issue,2' and
livestock producers may obtain valuable data about their herds for
use in their own operations. m Concerns about accuracy of the database, however, have led to an independent audit, to be completed in
Spring 2007.'
In addition to the NLIS for cattle, a similar system designed for
sheep and goats began its phase-in process on 1 January 2006.4
PigPass, a system for swine traceability, was introduced recently,
though this system is a paper version analogous to the National
Vendor Declaration that preceded the NLIS. 75
3. Other Countries
New Zealand currently has three paper-based animal identification systems supported by the Ministry of Agriculture and For-

265. Todd Andrews, NLIS Cattle: identification and stock movements 1 (NSE,
DPI, Primefact 137, Dec. 2005), http://www.dpi.nsw.gov.au/_data/assets/
pdffile/49661/nlis-cattle- -identification-and-stock-movements-"
_primefact_137.pdf
266. Id
267. Id On the rumen bolus, see infra text accompanying note 286.
268. Canadians, Australians, supra note 255.
269. Specifically, management and implementation responsibilities belong to
Meat and Livestock Australia (MLA). AHA Policy Paper, supra note 259, at 5.
270. Canadians, Australians, supra note 255. By September 2005, 23 million tags
were in the Australian national database.
271. Id,
272. See Tonsor & Schroeder, Animal ID, supra note 258, at 3.
273. Meat News, Aussie ID System Audit Outcome Awaited, 1 Nov. 2006,
http://www.meatnews.com/index.cfmfuseaction=article&artNum = 12824.
274. Meat and Livestock Australia, NLIS for Sheep & Goats, http://www.mla.
com.au/TopicHierarchy/IndustryPrograms/NationalLivestockdentificationSystem
/NLIS+sheep/default.htm (last visited 11 April 2007).
275. PigPass, Questions and Answers, http://www.australianpork.com.au/media/PigPass%20QA%204%20150806.pdf#search=%22pigpass%20australia%22.
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estry.27 In the next few years, however, New Zealand plans to consolidate these various systems into a "single, universal livestock identification system, supported by a core registry of data linking people,
property and animals." 7 ' This new system is designed to track animals from birth to post-mortem inspection. Though the system
does not require use of RFID tags, it does permit their use, and the
Ministry of Agriculture and Forestry has suggested that RFID tags
may become mandatory in the future."8 Although the first phase of
the system, focusing on cattle and deer, was initially planned to begin much earlier, its implementation has been delayed until 2008.79
Japan, responding to several food safety crises, 80 began its own
mandatory tracing system in 2002, under the Law Relating to Special BSE Countermeasures.'
The breadth of this system was expanded in 2003 to cover cattle from birth to retail sale, at least for
beef muscle meat.2 12 Each cow has a ten-digit ID number assigned at
birth; tags include, among other information, animal birth date, sex,
breed, birth date, transport history, as well as the producer's address.2 ' The Individual Livestock Data Control Center receives
tracking data and enters it into a central computer.
Japan has
about 4.5 million cattle; each year about 1.5 million cattle are born,
and about 1 million are transferred between farms.2 ' As a result of
276. New Zealand Ministry of Agriculture and Forestry, Animal Identification and
Traceability, http://www.maf.govt.nz/mafnet/animal-identification-and-tracing.htm
(last visited 26 Mar. 2007).
277. Id.
278. Id.
279. New Zealand Animal Tagging System Postponed, RFID TIMES, May 29, 2006,
http://rfidtimes.blogspot.com.
280. Roxanne Clemens, Meat Traceability and Consumer Assurance in Japan 1-2
(Midwest Agribusiness Trade Research Information Center Briefing Paper 03-MBP
5,
September
2003),
http://www.card.iastate.edu/publications/DBS/
PDFFiles/03bp41.pdf [hereinafter Clemens, Consumer Assurance]. The series of
crises began with BSE, but continued afterwards when several mislabeling schemes
were brought to light, including the labeling of imported beef as domestic. Id.
281. Roxanne Clemens, Meat Traceability in Japan, IOWA AG REVIEW ONLINE, Fall
2003, http://www.card.iastate.edu/iowaag_review/fall03/article2.aspx [hereinafter Clemens, Meat Traceability].
282. Id.; Meat and Livestock Australia, Red Meat Markets, Japan, Current Issues,
http://www.mla.com.au/TopicHierarchy/MarketInformation/OverseasMarkets/R
edMeatMarkets/Japan/Current+issues.htm (last visited 26 Mar. 2007). Ground
beef and processed beef are excluded from traceability. Id.
283. Clemens, Meat Traceability,supra note 281.
284. Steady Progress in the Creation of a "Family Register" for Cattle, 20(9) JAPAN
AGPJNFO

NEWSLETTER

(Japan International Agricultural

http://www.jaicaf.or.jp/agrinfo_0305-0504/0305.html#8.
285. Id.

Council), May 2003,
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these and other transactions, the Control Center handles 25,000
communications per day.
In 2001, Brazil, with 200 million cattle, established the Brazilian
System of Identification and Certification of Origin for Bovine and
Buffalo (SISBOV), an agency with responsibility for the traceability
system for cattle from birth to death. Under the Brazilian system,
producers must register their premises and then their cattle, which
receive individual ID numbers under SISBOV. 287 Producers disclose
various information about the cattle, including birth date and place,
breed, gender, current location.2' Any subsequent sale or transfer,
as well as death by slaughter or natural causes, must be reported.
This information, stored in a central database, is controlled by the
Ministry of Agriculture, Livestock and Food Supply, but certified
independent companies may collect data and transfer it to the central SISBOV database.29 Though any producer can comply voluntarily, SISBOV will be implemented as a mandatory program in phases.
In the first phase, producers who exported to the EU had to comply.
In 2006, producers in areas affected by foot and mouth disease had
to comply, and the system is expected to include all producers in
2007.291

Although originally implemented to gain compliance with EU
requirements, 22 the SISBOV system received criticism after an in286. Id. Most information (15,000 communications per day) comes in by fax, but
producers may also use the internet or an automated phone service. Id. This system has spawned innovative marketing designed to assuage the concerns of Japanese consumers about meat safety. In particular, the Aeon Company used this data
to set up grocery store computers that allow consumers to punch in the 10-digit
identification number on a meat package to view the tracing history of the animal
that produced the meat and even a picture of the farmer. Clemens, Meat Traceability, supra note 281; Clemens, Consumer Assurance, supra note 280. Although this
novel feature gained immediate popularity, few now use it, though it is theorized
that the option itself lessens consumer unease. Clemens, Meat Traceability, supra
note 281.
287. WTO, Committee on Sanitary and Phytosanitary Measures, The Brazilian
Bovine and Bubaline Identification and Certification System (SISBOV),
G/SPS/GEN/503
(25 June
2004),
http://www.ipfsaph.org/cds-upload/
kopool-data/WTOSPSDOC_0/en-gen503.doc.
288. Id.
289. Id.
290. Id.
291. Certificadora GILGAL, http://www.certificadora.com.br/english.php (last
visited 26 Mar. 2007).
292. See generally CHRISTOPHER L. DELGADO, CLARE A. NARROD & MARITEs M.
TIONGCO,
POLICY,
TECHNICAL,
AND
ENVIRONMENTAL
DETERMINANTS
AND
IMPLICATIONS OF THE SCALING-UP OF LIVESTOCK PRODUCTION IN FOUR FAST-GROWING
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spection by the EU Food and Veterinary Office. 3 In response, Bra-

zil adopted new, stricter legislation that the Food and Veterinary
Office will soon examine. 294
B. PilotPrograms
1. Technology in Brief
Though simple brands and visible ear tags have been used-and
are still used-to identify animals, modern systems of animal identification are based on electronic technology. Radio frequency identification (RFID) refers to technology that uses radio waves to identify
people, animals, and objects.2 95 RFID tags are "tiny computer chips
that can be attached to physical items ...

to provide identification

radio. "

and tracking by
" They work like "supercharged barcodesbarcodes on steroids," because they can be hidden from view (as can
their readers), carry a significant amount of information, and operate automatically. 9 7 An antenna on the RFID tag transmits information to a mobile or stationary reader, which need not be in the line
of sight of the RFID tag, and which can read multiple tags simultaneously. Information from the reader is then collected in a database."
The electronic ruminal bolus, using RFID technology, may
prove to be accurate and is protected from loss or tampering. The
rumen bolus, a capsule or other container inserted into the rumen,
has been used to deliver products, including medicines, into cattle.
Several companies have developed a ceramic or steel bolus with an
integrated RFID tag, which can be read remotely. The bolus, which
is administered orally, has a higher retention rate than ear tags, but
is more expensive. The rumen bolus may be preferred to an injectable transponder located near the ear, which may not be reDEVELOPING

COUNTRIES:

A

SYNTHESIS

§ 3.4 (2003), http://www.fao.org/wair-

docs/LEAD/X6170E/x6170e00.HTM.
293. European Commission, Press Release, Commissioner Kyprianou visits Brazil
to review food safety measures for exports (IP/06/1332, 10 June 2006).

294. Id.
295. Patrick Leahy, RFIDs and the Dawning Micro Monitoring Revolution, 150
Cong. Rec. S2989 (23 Mar. 2004).

296. Id.
297. Id.
298. Laura Hildner, Note, Defusing the Threat of RFID: Protecting Consumer Privacy
Through Technology-Specific Legislation at the State Level, 41 HARV. C.R.-C.L. L. REV.
133, 134 (2006).
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moved properly at slaughter and could enter the food chain, but it is
more difficult to remove than an RFID ear tag.2
2. Pilot Programs
Some sectors of the animal industry in the US have favored
animal identification for decades. In 1977, for example, the US
Animal Health Association accepted principles for an animal identification program." These included unique and traceable identification numbers, permanent and tamper-proof identification devices,
legal prohibitions on removing or tampering with devices, computerization, cost-effectiveness, confidentiality of producer information,
voluntary participation, and some restriction of electronic identification.301
The National Farm Animal Identification and Records Program
(FAIR), started in 1999 and supported in part by the federal government, can be seen as a pilot program for animal identification
and traceability. FAIR uses visible ID tags and optional electronic
IDs with radio frequency identification (tested especially in Michigan). To allow both tracking of individual animals and determination of their premises of origin, FAIR uses state premises numbers
with the American Identification Numbering system." The FAIR
information system can store data about premises, animal IDs, animals at the premises, their movement, and health and performance
data, as well as market sale transactions and data from slaughter
plants. Data is secured through user logins. °' As of November
2006, FAIR had enrolled more than 3 million animals (beef and
dairy cattle) on more than 16,500 premises in 49 states (most in
Michigan).'" Its experience helped with development of the US
Animal Identification Plan.
299. R.J. Fallon, The development and use of electronic ruminal boluses as a vehicle for
bovine identification, 20(2) REV. Sci. TECH. OFF. INT. EPiz. 480, 481 (2001).
300. Report of the United States Animal Health Association Committee on Livestock Identification, Proceedings of the Eighty-first Annual Meeting of the USAHA
(1977), cited in Richey et al., Animal Agriculture, supra note 218.
301. Id.
302. The American ID Numbering system assigns to each animal one lifetime
number consisting of a 3-letter country code (e.g., USA) and a 12 alphanumeric
character national number. FAIR characterizes the number as a "social securityFAIR, Farm Animal Identification and Records 6 (2001),
like" number.
http://www.nationalfair.com/pdf/FAIR-resourceGuide_ 2 150 0 0 1 .pdf.
303. National FAIR Program Overview, http://www.nationalfair.com/plan.html.
304. National FAIR Database Statistics (21 Nov. 2006), http://www.national
fair.com/php/fairstats.php; FAIR, Farm Animal Identification and Records, supra
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More recently, USDA funded sixteen field trials and pilot projects to test the effectiveness of animal identification in real-world
livestock environments. For these trials,
USDA was particularly interested in projects that provided workable options for collecting animal identification in typical production, market,
and abattoir environments without requiring significant change to existing animal handling practices. Projects involving (1) documentation
and/or comparison of individual animal identification device effectiveness and (2) the effectiveness of devices for the collection of animals'
identification at production, marketing, and harvesting facilities . . .
were especially encouraged. Projects that utilized technologies to validate animal identification, to maintain the animal's identity when devices are lost or removed, and to measure accuracy of animal identification were also of special interest.35
Fifteen states and one tribe carried out projects to "demonstrate feasibility and document performance" of animal identifica-

tion technology.'

A preliminary progress report of the projects

indicated that RFID technology is not "a plug-and-play application." 7 Instead, a number of factors, including the application and
placement of ear tags and the placement of readers, affect the accu-

racy and reliability of identification."'

The report recognized two

important observations: RFID technology must be customized for
the environment of each livestock operation, and the availability of
timely technical service is critical to successful animal identification."
Working with states and livestock organizations, USDA established nine species working groups, with representatives from the
The cattle working group, for example, has
livestock industry."'
affiliations with both dairy and beef industry groups; the swine

note 302, at 8. Over 1.8 million animals had been identified, with more than
500,000 marked with an RFID tag.
305. NAIS, USDA, State and Tribal Field Trial Projects (7 Nov. 2006), http://
animalid.aphis.usda.gov/nais/about/projects.shtml.
306. APHIS, Preliminary Progress Report, National Animal Identification System
(NAIS): Field Trials and Pilot Projects, 2004-2006, at 1 (7 June 2006),
http://animalid.aphis.usda.gov/nais/naislibrary/documents/plans-reports/NAIS_
PilotProjectsProgress-Report6-7-2006.pdf. USDA released a final report, not
considered in this article, in May 2007. USDA, NAIS, Pilot Projects/Field Trials
Summary (2007), linked from the NAIS Library at http://www.usda.gov/nais.
307. Id.
308. Id.
309. Id. NAIS permits, but does not require, the use of RFID.
310. NAIS, Species Working Groups, http://animalid.aphis.usda.gov/nais/
species - work-groups/working-groups.shtml#species (last visited 26 Mar. 2007).
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working group, with the National Pork Board."' Some of the working groups have provided recommendations for NAIS. The sheep
and goat working groups, for example, noted that they are already
subject to mandatory identification under the National Scrapie
Eradication Program and recommended that the existing identification system for scrapie could form the basis for NAIS participation.1 2 The cattle working group set out guiding principles (e.g., use
of RFID technology, confidentiality of information) and outlined a
number of practical considerations (e.g., events to trigger reporting,
distribution of tags).31
VI. NATIONAL ANIMAL IDENTIFICATION SYSTEM

The Animal Health Protection Act (AHPA) authorizes the Secretary of Agriculture to carry out measures to control or eradicate
livestock disease: "The Secretary may carry out operations and
measures to detect, control, or eradicate any pest or disease of livestock (including the drawing of blood and diagnostic testing of animals), including animals at a slaughterhouse, stockyard, or other
point of concentration.""4 To carry out its provisions, the AHPA
authorizes USDA to cooperate with federal or state agencies, tribes,
1
and others."
The law also authorizes USDA to "implement a central automated recordkeeping system to provide for the reliable
tracking of the status of animal and plant shipments, including those
shipments on hold at ports of entry and customs ....

[S]uch a sys-

tem shall be fully accessible to or fully integrated with the Food
Safety Inspection Service."" 6
After several years of preliminary work, USDA began to implement the National Animal Identification System (NAIS) in 2004.
The goal of the system is to permit animal health officials to identify
infected and exposed animals and their premises within 48 hours of
disease discovery. This goal is to be accomplished through three
interrelated components: premises registration, animal identifica311. Id. Working groups are cattle, bison, swine, goats, equine, cervids, poultry,
camelids, and sheep.
312. NAIS, Sheep Working Group Report, Executive Summary, 6 Sept. 2006;
NAIS, Goat Species Working Group Report, Sept. 2006. Both are linked from
http://animalid.aphis.usda.gov/nais/naislibrary/plans.shtml.
313. NAIS, Cattle Industry Work Group Report, Executive Summary, 6 Sept.
2006, linked from http://animalid.aphis.usda.gov/nais/naislibrary/plans.shtml.
314. 7 U.S.C. § 8308(a).
315. Id. § 8310.
316. Id. § 8320(b).
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tion, and animal tracking."7 The system will be phased in as these
components are developed with the cooperation of states and tribes,
as well as livestock industry groups and private industry."8 Not all
species will be included in NAIS. Cattle, bison, swine, sheep, goats,
poultry, horses and other equines, camelids (llamas, alpacas), and
cervids (deer, elk) are included. Others are not.31
In the process of developing NAIS, USDA issued a number of
informational and technical documents that address various components of the system. Most recently, in November 2006, USDA
published the draft version of a document called A User Guide and
Additional Information Resources.2 ' The User Guide is "the most cur-

rent plan for NAIS and replaces all previously published program
documents." 12

Interestingly, it is descriptive and seems directed to

producers, and it omits some of the milestones, benchmarks, and
technical requirements established in earlier documents.
The User
Guide, unlike some earlier documents, insists repeatedly that NAIS
will be voluntary and that livestock owners and producers may
choose their level (or no level) of participation in NAIS.12 1 Although
the draft User Guide explains NAIS, the earlier, now obsolete, documents will be mentioned briefly to indicate the various issues addressed prior to publication of the User Guide.
317.

USDA, NAIS: A USER GUIDE AND ADDITIONAL INFORMATION RESOURCES,
VERSION
5-6
(2006),
http://animalid.aphis.usda.gov/nais/naislibrary/userguide.shtml [hereinafter DRAFT USER GUIDE].
318. Id at 10. Several tribes participate in NAIS. The discussion that follows
often refers to states, rather than both states and tribes. Id.
DRAYr

319. Id. at 4.
320.

Id. On the roles of states, industry groups, and the federal government, see

id. at 13.
321.

Id., preface. USDA sought comments on the User Guide until 22 Jan. 2007.

Id. at 16. In a Federal Register announcement published 1 February 2007, however, APHIS announced availability of the Draft User Guide and other documents
and asked for comments. APHIS, USDA, National Animal Identification System;
User Guide and Technical Documents, 72 Fed. Reg. 4680 (1 Feb. 2007). The other

documents are a Program Standards and Technical Reference document and technical specifications for animal tracking databases. Id.
322.

E.g., USDA, NAIS, Strategies for the Implementation of NAIS (April 2006),

available at http://www.iowafarmbureau.com/special/animalid/all.pdf. [hereinafter USDA, Strategies].
323. DRAFT USER GUIDE, supra note 317, at 12-13. In September 2006, a USDA
official indicated that NAIS will be voluntary: "I want to clear up any confusion
right now, once and for all. At the federal level, NAIS is a voluntary system. And

it's going to remain voluntary. That's the final word." Bruce I. Knight, Moving
American Agriculture Forward, Remarks to National Association of State Departments of Agriculture, Norfolk, VA, 19 Sept. 2006, http://www.aphis.usda.gov/

newsroom/speeches/content/2006/09/nasda9-19-06.shtml.
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In April 2005, USDA published documents, developed over a
two-year period, that set out the scope of the proposed plan for
animal identification and elicited public comments. 4 The Draft
Strategic Plan 2005-2009 presented the outline of NAIS as a mandatory program, under which all premises must be registered and all
animals identified by January 2008, with the entire program mandatory, including reporting animal movements, by January 2 009."
The Strategic Plan was accompanied by another document, Draft Program Standards, with more technical standards for key components
of the proposed system. 6 A later document, published in February
2006, governed animal identification numbers and their use, in conjunction with official identification devices, called AIN tags.2 7
In April 2006, USDA released the NAIS implementation plan,
Strategiesfor the Implementation of NAIS,"8 which set out the timelines
for establishment of the system, as well as a plan for integrating
animal tracking databases. Strategies established participation milestones for the operation of various parts of NAIS (e.g., March 2006
for beginning of identification of individual animals; February 2007
for the operation of state and private animal tracing databases). 29 It
set benchmarks for the participation needed to achieve the goals of
NAIS: 25% of premises registered by January 2007; 70% of premises
registered and 40% of animals identified byJanuary 2008; and 100%
of premises registered, 100% of "new" animals identified, and
movement reporting for 60% of animals under one year of age by
January 2009." Strategies mentioned the possibility of regulation to
compel participation, if market forces did not result in adequate
participation.
A guide for small-scale or non-commercial producers appeared
in June 2006." ' The guide assured these producers that the main
324. APHIS, National Animal Identification System: Notice of Availability of a
Draft Strategic Plan and Draft Program Standards, 70 Fed. Reg. 23,961 (6 May
2005).
325. APHIS, USDA, NAIS Draft Strategic Plan 2005-2009, at 2, 17 (2005).
326. APHIS, USDA, NAIS Draft Program Standards: A Discussion Document
(2005).
327. NAIS, Administration of Official Identification Devices with the Animal
Identification Number (23 Feb. 2006); see APHIS, NAIS; Administration of Official
Identification Devices with the Animal Identification Number, 71 Fed. Reg. 10,951
(3 Mar. 2006).
328. USDA, Strategies, supra note 322. See 71 Fed. Reg. 17,805 (7 Apr. 2006).
329. USDA, Strategies, supra note 322, at 2, 3.
330. Id. at 3.
331. USDA, The National Animal Identification System: A Guide for Small-Scale
or Non-Commercial Producers (2 June 2006).
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focus of NAIS would be commercial operations, but encouraged all
producers to register their premises. In light of the April 2006
threat of regulation, it is interesting that this June 2006 guide states
clearly that NAIS is voluntary, with "no enforcement mechanisms or
penalties." 32
A July 2006 document, Integration of Private and State Animal
Tracking Databases with the NAIS: Interim Development Phase,"' reviewed the guiding principles for NAIS, which still seem to apply:
0 The system must be able to allow tracking of animals from point of
origin to processing within 48 hours without unnecessary burden to
producers and other stakeholders.
- The system's architecture must be developed without unduly increasing the size and role of government.
m The system must be flexible enough to utilize existing technologies
and incorporate new identification technologies as they are developed.
m Animal movement data should be maintained in private systems that
can be readily accessed when necessary by State and Federal animal
health authorities. m

This document outlined technical standards for animal tracking databases, intended to allow state and private databases to be integrated with NAIS."' Those who develop databases will enter a cooperative agreement with APHIS. A form for the Interim Cooperative Agreement sets out the responsibilities of APHIS and the database organization in the animal tracking system. The organization,
for example, has the responsibility to "maintain an information system that will provide the traceback and traceforward information
for animal health officials to manage the animal disease programs.
By the end of October 2006, USDA had spent almost $85 million on NAIS, with 60% of that amount allocated to states and tribes

332. Id. at 9.
333.

APHIS, USDA, Integration of Private and State Animal Tracking Databases

with the NAIS: Interim Development Phase (July 2006) [hereinafter APHIS, Integration].
334. Id. at 2.
335. Id. at 4-6.
336. Interim Cooperative Agreement (1 July 2006), http://www.regulations.gov/
fdmspublic/component/main, search for APHIS-2006-0030-0006, posted 28 July
2006 (visited 1 Dec. 2006). See 71 Fed. Reg. 42,795 (28 July 2006) (announcing
availability of a revised cooperative agreement). APHIS recently announced the
availability of funding for non profit organizations that will conduct outreach to
promote NAIS and encourage premises registration. Press Release, USDA, USDA
Announces Plans to Expand National Animal Identification System Cooperative
Agreements to Nonprofit Organizations (2 Feb. 2007).
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for local activities, especially premises registration and education."'
Preliminary documents had elicited numerous comments and criticisms from producers, industry groups, and others. The November
2006 User Guide, developed in light of stakeholder involvement,
represents USDA's current plan for NAIS. With reference to the
User Guide and other documents, the following discussion focuses
on the elements of NAIS: premises registration, animal identification, and animal tracing.
A. Premises Registration
Premises registration is the foundation of NAIS, and widespread participation is critical for 48 hour traceability. It ensures
that livestock owners can be notified promptly if a contagious disease affects their area or animals of the species they raise." Therefore USDA hopes to have a record of all US premises where livestock or poultry are raised or kept.9 USDA encourages producers
to register their premises by outlining important advantages: more
control over animal health, access to critical information in an animal health emergency, protection from slow response to animal disease, and protected market access and trade advantages.'
Recent calculations from the National Agricultural Statistical
Service indicate that the US has 1,438,280 livestock operations, large
and small." For example, the US has approximately 800,000 cattle
operations, but 90% of these raise fewer than 100 (and perhaps only
five to ten) head, yet almost half of all slaughtered cattle come from
342
small operations.
An effective system of animal identification
must be comprehensive, including both industrial-scale and smallscale operations.
Therefore the first step in implementation of NAIS is premises
registration. A premises is "a unique and describable geographic
337. DRAyr USER GUIDE, supra note 317, at 10; Bruce I. Knight, NAIS: Protecting
Animals, Livelihoods and Futures, NAIS Community Outreach Event, Kansas City,
MO (31 Oct. 2006), http://www.aphis.usda.gov/newsroom/speeches/content/
2006/10/nais-outreach10-31-06.shtml.
338.
339.

DRAFr USER GUIDE, supra note 317, at 5.
DRAFr USER GUIDE, supra note 317, at 5, 17.

340. APHIS, Why Register Your Premises?, http://animalid.aphis.usda.gov/nais/
premises-id/why-register.shtml (last visited 26 Mar. 2007).
341. APHIS, Premises Registration Update, http://animalid.aphis.usda.gov/nais/
premisesid/update.shtml (last visited 26 Mar. 2007).
342. Margaret Webb Pressler, Cattle-Tracing System Will Face Obstacles, WASH.
POST, 3 Jan. 2004, at El.
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location where activity affecting the health and/or traceability of
animals may occur."' " Premises include locations where livestock
are "raised, held, or boarded"-farms, ranches, markets, slaughter
facilities, veterinary clinics, and other locations.'
Producers who register their location will receive a Premises
Identification Number (PIN)." The PIN is a "unique 7-digit code
that includes both letters and numbers"; it is associated with the location and its mailing address or geographic coordinates. 6 The PIN
is nationally unique and assigned to a geophysical location; future
owners of the property will use the same PIN.? Producers who operate in more than one location might want to have more than one
PIN, subject to the advice of state officials and veterinary epidemiologists. 8 USDA standards for premises registration require states
to collect and maintain basic identifying information, including the
PIN, name of the entity and its owner or contact person, the geographic location, phone numbers, and type of operation. States are
free to require additional data, but they forward a limited amount of
information to the USDA National Premises Information Repository, to ensure rapid response in case of disease outbreak. "
Registration of livestock premises is designed to be free to all
producers. The process is simple; state programs specify whether
producers can register online, by fax, or by mail. The NAIS website
provides map-based links to the state agency (or authorized organization) in charge of premises registration in each individual state
343. DRAFr USER GUIDE, supra note 317, at 19.
344. Id.
345. Id. APHIS defined the PIN in an interim rule published in 2004. APHIS,
Livestock Identification; Use of Alternative Numbering Systems, 69 Fed. Reg.
64,644. The definition now appears at 9 C.F. R. § 71.1 (2006). The description of
the PIN provided by the Draft User Guide (at 22), however, omits one PIN alternative (the state's postal abbreviation followed by an assigned number) in the rule.
http://animalid.aphis.usda.gov/nais/premisesjid/update.shtml
346. DRAFT USER GUIDE, supra note 317, at 22. An NPN (non-producer participant number) is available for those who work with NAIS but are not producers.
These may include companies that manufacture ID devices or submit information
to databases. Id. at 24.
347. Id. at 23.
348. Id. at 20. Having more than one PIN does not necessarily mean the livestock
producers should report movement of animals between components of their operation. Id. at 21.
349. Id. at 23. The USDA Repository will contain the PIN, name of entity and
owner or contact person, address information, phone numbers, type of operation,
date activited in system, date (and reason) retired from system. In an animal health
emergency, additional information can be obtained from state and private databases, if required. Id. at 25.
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(typically the state Department of Agriculture)." ° In Illinois, for example, premises registration is handled by the Bureau of Animal
Health in the Illinois Department of Agriculture. The NAIS website
directs the producer to the Illinois Department, and a simple link
from the Department of Agriculture website allows livestock owners
to register their farms, production sites, feedlots, or markets, without cost. 5 Some states, including Illinois, use a web-based Standard
Premises Registration System, developed by USDA and available to
states. 52 In designing their registration systems, states have taken a
variety of approaches, including state-designed systems or systems
developed by a third party:
Registration does not require producers to identify their animals or participate in the animal tracing component of NAIS
Premises registration, however, is the first step in a system that allows producers to protect their animals by exercising more control
over animal health, protect their neighbors by reducing "hardships
caused by an animal disease event," and protect their access to markets, through participation in a system that works to contain animal
disease."'
In 2004, states and tribal governments, along with partners
from industry, began to implement the premises registration component of NAIS. By mid 2005, nearly all states and five tribes had
developed premises registration systems."
Federal financial assistance has been provided. In June 2005, USDA announced that it
would make $13.5 million available to states, based in part on live-

350. AHPIS, NAIS: How To Register Your Premises, http://animalid.aphis.
usda.gov/nais/premisesjid/register.shtml (last visited 26 Mar. 2007).
351. Illinois Department of Agriculture, Illinois Begins Voluntary Livestock Prem-

ises Registration, http://www.agr.state.il.us/premiseid (last visited 26 Mar. 2007).
352. DRAFr USER GUIDE, supra note 317, at 10.
353. See National Conference of State Legislatures, State Livestock Identification
Programs, http://www.ncsl.org/programs/agr/stateanimalprgms06.htm (last visited 26 Mar. 2007).
354. DRAr USER GUIDE, supra note 317, at 18; APHIS, NAIS, Premises Registration, http://animalid.aphis.usda.gov/nais/premises_id/index.shtml (last visited 26
Mar. 2007). USDA notes that it "maintains limited premises information and will
protect individuals' private information from disclosure." Id.
355. APHIS, NAIS: Take the First Step, Register to Protect Your Animals, Your
Livelihood, Your Future (2006), available at http://animalid.aphis.usda.gov/
nais/naislibrary/documents/factsheets-brochures/FirstStep-General.pdf.
356. Press Release, USDA, USDA to Award up to $14.3 Million to States and
Tribes for National Animal ID System Premises Registration (No. 0223.05, 21 June
2005).
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stock population, and $845,000 to tribes to facilitate implementation
of premises registration systems.
All 50 states, as well as five tribes and two territories, now have
standardized or compliant premises registration systems. As of 26
July 2007, 406,188 premises, about 28% of total premises, had been
registered. 57 Thus, states have met the first stage of the current
USDA goal, which is to have 25% of premises registered by 31 January 2007 and full participation ("a critical mass of producers") by 31
January 2009."' Some industry groups have more immediate goals.
Pork producers, for example, expect to have all premises registered
by the end of 2007."
B. Animal Identification
Animal identification is the second component of NAIS. Like
premises registration, animal ID under NAIS is voluntary, but NAIS
does not waive any mandatory animal ID required under federal
disease eradiation programs or under state requirements.'
APHIS defined the animal identification number (AIN) in an
interim rule published in 2004."I The AIN is a "numbering system
for the official identification of individual animals in the United
States."' 3 The AIN contains 15 digits. The first three are the country code (840 for the United States), and the last 12 are the unique
lifetime number assigned to an animal. USDA has indicated that, in
addition to the AIN, it will continue to use two existing numbering
systems: the National Uniform Eartagging System (a nine-character
number used for calf vaccines and other disease-related purposes)
357. APHIS, NAIS, supra note 341. Livestock operations total 1,438,280. Id.
358. Knight, supra note 337. In April 2006, the USDA had stated the goal as 25
percent of premises by the end of 2006, 70 percent by the end of 2007, and 100
percent by the end of 2008. USDA, Strategies, supra note 322, at 3.
359. National Pork Producers Council, Issue Update: National Swine ID System 2,
http://www.nppc.org/hot-topics/swineid/Nppc-3193.pdf.
The NPPC and National Pork Board plan to hire regional coordinators who will encourage registration. About 40% of swine premises are registered, and USDA has provided
$400,000 to help register the remaining premises. Press Release, NPPC, Pork Industry Announces Push
On Premises Registration (11 Jan.
2007),
http://www.nppc.org/wm/show.php?id=638&c=1.
360. DRAr USER GUIDE, supra note 317, at 28. For example, disease programs for
brucellosis, bovine tuberculosis, and scrapie in sheep and goats require identification. 9 C.F.R. parts 77-79 (2006).
361. APHIS, Livestock Identification; Use of Alternative Numbering Systems,
supra note 345.
362. 9 C.F.R. § 71.1 (2006).
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and the system used in the National Scrapie Eradication Program (a
premises number with a herd management number)."
Eventually,
USDA hopes to use the AIN for animal disease programs, as well,
and has already started to use AIN in programs to control tuberculosis and chronic wasting disease.'
The AIN is appropriate for
animals that "move through the production chain as individuals.""
Animals raised and sold as groups (e.g., pigs and poultry) can be
identified with Group/Lot Identification Numbers (GIN)."
Not all species will use the same means of identification. Some,
like cattle and sheep, use visual devices (tags) for identification; others, like horses, may use implanted microchips or transponders.
NAIS has set out requirements for visual identification devices,
called AIN tags." For some species, NAIS requires AIN ear tags,
designed for one-time use. These are imprinted with the 15-digit
animal identification number, a US shield, plus the words "unlawful
to remove" and the manufacturer's logo or trademark. The visible
ear tag is the "official identifier," but an RFID device can be incased
in the tag.'
Producers can order AIN tags only after they have a PIN.
USDA uses a web-based Animal Identification Numbering Management System (AINMS) to allocate AINs to authorized manufacturers. When tags are supplied to producers, AINs are recorded in the
AINMS, so that AIN tags can be associated with individual producer
premises."m After April 2007, AIN Device Distribution Databases
will be authorized to record distribution of AIN numbers, and records will be available to government officials in case of an animal
363. APHIS, NAIS: Officially Recognized Numbering Systems, http://animalid.
aphis.usda.gov/nais/animal-id/num-sys.shtml (last visited 26 Mar. 2007); DRAr
USER GUIDE, supra note 317, at 29. Registered brands, though not part of NAIS,
will remain helpful. Id. at 32.
364. DRAFt USER GUIDE, supra note 317, at 34.
365.

Id. at 29.

366. See 9 C.F.R. § 71.1 (2006), which defines the group/lot identification number (GIN) for a "unit of animals" managed together. The GIN consists of the PIN
and a six-digit date of assembly of the group of animals. Id. The DRAFT USER
GUIDE, supra note 317, at 30, appends another two digit number to identify the
"count" of groups assembled on that day (03, for the third group), making the GIN
fifteen characters. The GIN is generated by the producer.
367. APHIS, NAIS: Identification Devices with the Animal Identification Number
(AIN), August 9, 2006, http://animalid'aphis.usda-gov/nais/naislibrary/documents
/instructions._guidelines/NAISIDTagWebListingFactSheet8
9 06.pdf [hereinafter
APHIS, NAIS: ID Devices].
368.

Id.

369.

Id.
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disease outbreak.37 ° As of August 2006, USDA had approved four
styles of ID tags, sold by two companies."' Other ID manufacturers
can apply for approval, and USDA hopes that competition for ID
tags will minimize costs to livestock producers. Tag prices range
from $1 to $3, depending on features.
Two ID manufacturers indicate that sale of some tag models will include the cost of enrollment into an animal tracing database. The US Animal Identification
Organization entered agreements with the companies to help to
spread the cost of animal tracking, but the per-tag cost to producers
would be minimal.
The animal owner or caretaker decides when to identify animals-at birth or later, perhaps at the time of a "reportable animal
movements" under NAIS.37
USDA recommends that animals be
identified when they leave their premises of origin or when they are
commingled with other animals at feedlots, auctions, or fairs. 75
These events are characterized as reportable animal movements.7
USDA recognizes that some animals do not need identification, in
part because they do not experience reportable movements. These
include animals that do not leave their premises of origin (unless
they escape temporarily) and those that leave the farm only for
transport to slaughter for personal consumption. 77
Identification devices are intended to remain on the animal for
its lifetime. Though NAIS identification is voluntary, some disease
eradication programs continue to require mandatory identification. 7 ' For those animals, APHIS regulations make it79unlawful to
remove permanent identification devices until slaughter.

370.
371.
372.
373.

DRAFT USER GUIDE, supra note 317, at 36.

374.

DRAFr USER GUIDE, supra note 317, at 29.

APHIS, NAIS: ID Devices, supra note 367.
DRAtr USER GUIDE, supra note 317, at 35.
US eartags to include price of livestock tracking, Reuters, 22 Aug. 2006.

375. Id.
376. Id.
377. APHIS, NAIS: Animals NOT Needing Identification, http://animalid.aphis.
usda.gov/nais/animal-id/not-needid.shtml (last visited 26 Mar. 2007); DRAFt
USER GUIDE, supra note 317, at 31.

378. E.g., scrapie in sheep and goats. See 9 C.F.R. § 79.2, which requires individual or premises identification for certain animals.
379. 9 C.F.R. § 71.22. A lost or damaged device may be replaced. Id.; DRAFr
USER GUIDE, supra note 317, at 30.
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C. Animal Tracking
Animal tracking, the third component of NAIS, will be developed by states and industry in cooperation with USDA. This component focuses on records of animal movements that are most likely
to result in spread of animal disease, reportable animal movements.'
In July 2006, USDA explained its plans for the animal
tracking system concisely in the Federal Register:
The [animal tracking] component will be developed through a government/ industry partnership, in which animal movement information will
be maintained in private and/or State databases. USDA will operate a
portal system that will enable animal health officials to submit requests
for information to the animal tracking databases (ATDs) when investigating an animal disease event. The USDA's objective is to support the
privatization of the animal tracking information component of the NAIS
in the most practical, timely, and least burdensome manner possible."'

Animal tracking will depend on development of the Animal Trace
Processing System (ATPS), which should be activated in 2007, with
an interim phase available in 2006.'
The ATPS is designed as a
"technology solution to interact with multiple Animal Tracking Databases (ATDs)" that will allow "security, electronic data transfer,
and auditing processes," as well as integration of animal health
data.'
Animal movement records from the various private and
state databases will be submitted to USDA only when an animal tracing process becomes necessary-in an animal disease emergency,
after a positive test for a foreign disease, or if officials must conduct
a traceback or traceforward to find the source of infection from a
disease for which USDA has a disease eradication program.' When
tracing becomes necessary, the USDA will define appropriate search
criteria, which will be processed automatically by both ATDs and by
AIN Device Distribution Databases (linking ANIs with premises)."
In this way, officials can identify cohorts of infected animals, as well
as animals that contacted infected animals or their cohorts.

380. NAIS does not affect other state or local rules for reporting movement of
animals. DRArr USER GUIDE, supra note 317, at 46.
381. Availability of a Revised Cooperative Agreement for Private Animal Tracking
Databases, 71 Fed. Reg. 42,795, 42795-96 (28July 2006).
382. APHIS, Integration, supra note 333, at 3.
383. Id at 2.; see also DRArr USER GUIDE, supra note 317, at 42.
384. APHIS, Integration, supra note 333, at 2-3; DRAFr USER GUIDE, supra note
317, at 42.
385. DRArr USER GUIDE, supra note 317, at 45 (providing a more detailed example
of a NAIS response to animal disease).
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Organizations with ATDs may enter cooperative agreements'
with APHIS to participate in the development phase of ATPS, after
their systems are reviewed to ensure that they meet data standards
as well as technical requirements."7 For the implementation phase,
organizations that meet final specifications for the system and sign
the cooperative agreement will be "NAIS Compliant Animal Tracking Databases. " '
USDA is in the process of approving ATDs and, as of 31 October 2006, had approved ten interim ATDs. These databases had
been evaluated, met the requirements in the document Integration of
Animal TracingDatabaseswith the NAIS, and signed an agreement for
cooperation with APHIS.' 9 Of these databases, one is sponsored by
The Wisconsin Department of Agriculture Trade and Consumer
Protection and operated by the Wisconsin Livestock Identification
Consortium. Another provider is the Holstein Association; others
are various private organizations."
Some databases will hold basic
information necessary for traceability; others may also hold data to
aid in livestock record keeping and marketing. Cost is likely to depend on the services offered to the livestock producer. 9 '
Producers who decide to participate in animal tracking will select an ATD available in their state.
Producers work directly with
386. See the Interim Cooperative Agreement form, at http://animalid.
aphis.usda.gov/nais/downloads/print/CooperativeAgreementInterimJulyO6.pdf.
The form cites statutory authority for cooperative agreements, 7 U.S.C. § 22 7 9 g, as
well as provisions of the Animal Health Protection Act, 7 U.S.C. §§ 8308, 8310.
387. Those requirements are set out in APHIS, Integration, supra note 333, at 3.
Applicants must file an Application for System Evaluation, which was available at
www.usda.gov/nais. Press Release, USDA, Johanns Releases National Animal Identification System Implementation Plan (No. 0120/06, 6 Apr. 2006).
388. APHIS, Integration, supra note 333, at 3. The Interim Cooperative Agreement, supra note 386, art. 8, does not guarantee that the systems of participants in
the interim phase will meet final implementation requirements.
389. NAIS, Interim
Animal Tracing Databases, October
31, 2006,
http://animalid.aphis.usda.gov/nais/naislibrary/documents/instructions-guidelin
es/NAISInterim ATDListing_10.31-06.pdf.
390. Id. Early in 2006, a entity called the US Animal Identification Organization
(USAIO) announced a database developed by ViaTrace and operated with Microsoft. Originally affiliated with National Cattlemen's Beef Association, but now an
independent consortium, USAIO was intended to enroll beef cattle and bison, but
also to provide a multi-species national database. Rod Smith, How USAIO Will

Work,

FEEDSTUFFS

(20 Feb. 2006), at 16; USAJO ready 'to go live,'

FEEDSTUFFM

(24 July

2006), at 5. USAIO did not appear on the APHIS list dated 31 October 2006. See
Steve Stecklow, U.S. Falls Behind In Tracking Cattle To Control Disease, WALL ST.J., 21
June 2006, at Al, A10.
391. DRAFT USER GUIDE, supra note 317, at 44.
392. Id. at 45.
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that database, which will hold the data submitted and provide information to USDA only in case of an animal disease event. Producers who participate will notify their database, preferably within
24 hours, about reportable animal movements that pose a risk of
disease transmission. NAIS has published a preliminary chart that
assigns a relative reporting importance to various types of animal
movements. Those with high reporting relevance include a private
sale of animals, sale by auction or public market, and participation
at regional or national exhibitions or events. Low reporting relevance is assigned to participation at local exhibitions and events and
local trail rides. Movements from birth premises to a custom
butcher or movement within the producer's premises need not be
reported. 9
Species working groups will provide more explicit guidelines on
reportable animal movements. For example, the Cattle Industry
Work Group Report, from September 2006, identified three types
of events that should trigger reporting: change of ownership, interstate movement, and commingling of cattle from multiple owners.
Commingling may occur in animal transport, joint grazing, livestock
markets, rodeos, and other situations." In contrast, the Equine
Species Working Group, which recommended animal identification
with implanted RFID microchips, stated that "Equine movements
will not be reported. In the event traceback is needed, animal
health officials will rely on the current system of maintaining brand
inspection records." The Group recommended that states and
USDA transfer equine records to electronic format. 9 '
Participation in the animal tracing component of NAIS requires
only minimal information: PIN, AIN, date of the reportable animal
movement, and nature of that event. APHIS noted that "[o]ther
animal-specific data (age, species, sex, etc.) that supports NAIS in
traceback situations is also standardized, but are [sic] not necessary
for participation. "' 96 The importance of an animal's age in connection with BSE, however, suggests that, at least for cattle, age or date
of birth should be part of the animal tracing data. Response to
USDA's decision to omit age or date of birth from tracing was in
393. Id. at 48. Producers may choose to report any movement. Id.
394. Cattle Industry Work Group, supra note 313, at 3.
395. Equine Species Working Group, NAIS Recommendations to USDA, August
1, 2006, at 2, linked from http://animalid.aphis.usda.gov/nais/naislibrary/
plans.shtml (last visited 26 Mar. 2007). Horses, though livestock, are different from
other livestock with longer life expectancy, more value, and more frequent transport. Id.
396. DRAFr USER GUIDE, supra note 317, at 43.
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part critical, because the age of livestock is important for some,
though not all, diseases. 97
VII. NAIS ISSUES
A number of issues have made NAIS and its implementation
controversial. Cost is important, of course, both for producers and
producer groups and for government agencies. The federal government has assumed much of the cost of developing NAIS, and
premises registration is free to producers. Animal identification
costs will vary, depending on the species and the type of identification device. The cost of ATDs will depend on the services offered
by each database. 98 NAIS is expected to deliver economic benefits if
an animal disease outbreak occurs, by ensuring rapid response to
disease, thereby reducing possible losses to producers, and by maintaining "valuable domestic and foreign markets" and protecting
prices."' In a broader sense, NAIS is expected to help the US economy by reducing the cost to taxpayers of animal disease eradication.'
Other important issues include whether a mandatory system
should be required, possible liability for producers, and the privacy
of animal records. The following sections discuss those issues
briefly.
A. Does the US Need Mandatory NAIS?
Livestock identification in a number of countries is mandatory,
and substantial controversy has surrounded the mandatory or voluntary nature of NAIS. As the discussion above indicated, USDA officials have now established NAIS as a voluntary system, at least at on
the federal level. Indeed, in late November 2006, Secretary of Agriculture Johanns indicated that "Producers want a voluntary system, .
..They just recoil against this notion that it's going to be the Wash-

397. Libby Quaid, Animal ID system won't require birth date, Assoc. Press, 17 April
2006, availableat http://foodsafetynetwork.ca/animalnet/2006/4-2006/animalnetapril_18.htm.
398. DRF USER GUIDE, supra note 317, at 10. Some issues with animal identification, including cost, are discussed briefly in Doug O'Brien, Animal Identification
and the Next Farm Bill (Oct. 2006), www.NationalAgLawCenter.org.
399. DRAr USER GUIDE, supra note 317, at 11.
400. Id. at 11-12.
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4 ' Johanns believes that market forces
ington way or the highway.""
will ensure that USDA meets its goals for participation.'
Earlier USDA statements, however, were less definitive. For example, in a Federal Register statement, published in July 2004,
APHIS noted
The ability to achieve the 48-hour goal [for traceability] is directly related to the completeness of animal movement data that is reported to
the national system.... APHIS recognizes the need to be able to ensure
that data provided by producers is protected, and that all components of
the system are in place and have been tested, before making the system
mandatory. °3

APHIS asked for comments on "[w]hen and under what circumstances . . . the program [should] transition from voluntary to mandatory?"'
USDA's April 2006 Strategies document set benchmarks for participation needed to achieve the objectives of NAIS. If market incentives and industry "buy-in" did not lead to sufficient participation, USDA indicated that it might require producers to comply, at
least with some parts of NAIS, through regulation." In this document, USDA seemed to suggest that the goals and objectives of
NAIS could not be met without full participation in premises registration and animal identification. The November 2006 User Guide
makes it clear that the program is now voluntary, with no plans for
making the system mandatory. But in light of earlier USDA observations, one could reasonably ask whether the decision to make

401. Philip BrasherJohannsrules out mandatoryLivestock ID, DES MOINES REGISTER,
29 Nov. 2006.
402. Id.
403. APHIS, FSIS, FDA, Federal Measures to Mitigate BSE Risks: Considerations
for Further Action, 69 Fed. Reg. 42,288, 42,298 (14 July 2004). APHIS recognized
that market forces might compel producer participation. Id
404. Id. Similarly, a Question and Answer document for producers also suggested the possibility of a mandatory system:
The [NAIS] system needs to be tested to be sure it is effective and workable.
While the NAIS is being developed and refined, producer participation will be
voluntary. As the system continues to take shape and is tested for all livestock and
food animals, USDA will reassess the need for making some or all aspects of the
program mandatory....
Eventually, USDA may move toward a requirement for mandatory premises and animal identification for all species included in the system.
APHIS, National Animal Identification System: Questions and Answers (Sept.
2004), http://www.aphis.usda.gov/lpa/pubs/fsheet-faq-notice/faqahaids.html.
405. USDA, Strategies, supra note 322, at 3.
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NAIS voluntary will prevent (or at least hamper) development of an
effective system.
A mandatory system has support of some in the animal industries. For example, the American Veterinary Medical Association
supports an effective NAIS and recommends a number of key elements. Among these is "[r]apid implementation of a mandatory
NAIS" with databases accessible at all times by animal health officials. ° Industry leaders, too, are willing to accept a system with at
least some mandatory elements."°7 Pork producers, for example,
support a swine identification system to include mandatory premises
registration by the end of 2007 and mandatory animal ID by the end
of 2008.08 A consultant for the pork industry, who ran APHIS until
April 2004, has been quoted as saying, "If it isn't mandatory, it simply will not work," ...

There are not enough market forces to make

it happen. " " Others believe that a mandatory system is required
because some producers "who fear legal liability if their animals are
found to be diseased," will not participate in a voluntary system."'

406. American Veterinary Medical Association, Position Statements, National
Animal Identification System (Mar. 2006), http://www.avma.org/issues/policy/
nationalidentification.asp. The Position Statement reads
The American Veterinary Medical Association (AVMA) supports an effective National Animal Identification System (NAIS) that contains the following key elements:
1. USDA implementation of all species working group reports that were
submitted to the NAIS Subcommittee of the Secretary's Advisory Committee on Foreign Animal and Poultry Diseases.
2. USDA development of minimum standards for a NAIS.
3. Rapid implementation of a mandatory NAIS.
4. Implementation benchmarks and timelines established in federal regulation to achieve the NAIS goals identified in the strategic plan.
5. Implementation that continues to engage all stakeholders in providing
input through the NAIS Subcommittee of the Secretary's Advisory Committee on Foreign Animal and Poultry Diseases and other designated forums.
6. Database(s) that are accessible 24 hours a day and 7 days a week by
animal health officials.
7. System cost does not detract from effective implementation.
8. A system that is workable for producers of all sizes.
9. Exception from freedom of information disclosure laws for data collected in support of the NAIS.
Id.
407. Becker & Lister, RL32199, supra note 227, at 43.
408. NPPC, Issue Update, supra note 359.
409. Stecklow, supra note 390, at A1O.
410. Id.
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Many producers, however, would prefer to minimize government involvement-or worse, intrusion-in their livestock operations.
Cattlemen, for example, believe that animal identification is important, but believe any system should be voluntary and led by industry.41' And small livestock producers, in particular, are opposed to
mandatory animal identification.4 2
With a voluntary federal system as a model, states may be
unlikely to require participation. All states now participate in the
first component of NAIS, premises registration. Though they encourage livestock premises to register and make the process free
and simple, few states require registration.

Wisconsin4' and Indi-

ana, 44

have enacted programs with mandatory elements; both require premises registration-Wisconsin by 1 January 2006 and Indiana by 1 September 2006. ' A few other states have planned to
make registration mandatory, but have not done so. For example,
the Texas Animal Health Commission delayed its proposed mandatory premises registration, influenced by protests, including some
small producers."6 Vermont decided against enacting proposed
rules that would-require registration for livestock premises." 7 Most
other states have authorized a voluntary premises registration, animal identification, and tracking system, consistent with NAIS."' A
411. NCBA on Animal ID, LEAN TRIMMINGS, 6 Nov. 2006, www.nmaon
line.org/files/pdf/LT11.06.06.pdf. NCBA supports the US Animal Identification
Organization (USAIO).
412. E.g., Caroline Dohack, Animal ID system proves worrisome, MISSOURIAN, 26 Oct.
2006; Leah Beth Ward, Small-scale livestock owners wary of animal ID program, YAKIMA

HER.-REP., 14 Aug. 2006.
413.

The Wisconsin Premises Registration Act, enacted in April 2004 and effec-

tive 1 Nov. 2005, makes it unlawful to keep livestock at a location not registered
under the act. 2003 Wis. Act. 229, codified at Wis. STAT. § 95.51 (2006 Supp.). The
Wisconsin Livestock Identification Consortium is the agent for registration. See
WLIC,

Premises

Registration,

Frequently

Asked

Questions

(Nov.

2005),

http://www.wiid.org/resource/l 145366259_FAQ%2OPrem%2OReg%20%20NOV%
20FINAL.pdf

414. Indiana State Board of Animal Health, A Hoosier's Guide to Premise &
Animal Identification, http://www.in.gov/boah/premiseid/idguide.htn
ited 26 Mar. 2007).

(last vis-

415. See National Conference of State Legislatures, State Livestock Identification
Programs (13 July 2006), http://www.ncsl.org/programs/agri/stateanimalprgms06.htm (listing state premises registration programs). A few states have pending legislation.
416. Stecklow, supra note 390, at A10.
417. Louis Porter, State Derails Farm Registration Program, THE BARRE
MONTPELIER TIMES ARGUS, 18 Aug. 2006,
418. See, e.g., KAN. STAT. ANN. § 47-674 (2004, amended 2005). "The livestock

commissioner is authorized . . . to develop and implement a voluntary premises
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few have made it clear that their state programs will not be mandatory unless federal law requires mandatory livestock identification." 9
At least one influential NGO has emphasized the importance of
a mandatory system of livestock identification. The Center for Science in the Public Interest (CSPI) noted that the Canadian traceability system allowed that country to identify the farm of origin of infected cattle and test other animals that might have been exposed to
BSE, while the US, without a system of traceability, was far less successful in tracing its first infected cows to its farm of origin.2 ' CSPI
recommended strongly that the US implement a "mandatory system
of livestock identification and tracking."421 A voluntary system will
not achieve the goal of NAIS, to identify within 48 hours the animals
and premises that have been in contact with an infected animal.
Moreover, the threat of bioterrorism, which could involve highly
infectious diseases like foot and mouth disease, also points toward a
mandatory system."
USDA has assured producers that NAIS will be voluntary, and
Congress could ensure that the program remains strictly voluntary.
Senate Bill 3862 and H.R. Bill 6042, introduced in September
2006, ' would amend the Animal Health Protection Act to prohibit
USDA from implementing a mandatory animal identification system. As introduced, section 1 of the bill would add a new subsection to the Act:
(c)

Prohibition

on

Mandatory

Animal

Identification

Program-

Notwithstanding any other provision of law, the Secretary shall not implement or carry out, and no Federal funds shall be used to implement

registration and animal identification and tracking system for Kansas." Id. § 47674(a).
419. E.g., Alabama enacted a law (HB 254) in April 2006, with language to ensure
confidentiality and to ensure that animal ID would not be mandatory unless required by federal law. Press Release, Alabama Dept. of Agriculture & Industries, 17

April 2006, http://www.agi.state.al.us/press-releases/april-17-2006--hb-254-signedinto-law?pn=2.
420. NAME THAT Cow, supra note 224, at 6.
421. Idat 10.
422. Id. at 10-11. CSPI suggests that the beef industry will benefit from a mandatory system, because beef-importing countries will have more confidence in the age
of cattle. See also Odeshoo, supra note 75, at 314: "[G]iven the difficulty in ensuring

compliance with the government's BSE policies so far, making the system mandatory is essential."
423. S. Bill 3862 & H.R. Bill 6042, 109th Cong., 2d Sess. (2006). The bills were
introduced by US Senator Jim Talent and Representative Jo Ann Emerson.
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or carry out, a National Animal Identification System, or similar re424
quirement, that mandates the participation of livestock owners.

B. Liability Issues
NAIS, of course, enhances the ability to identify animals and
trace their progress through the food chain. Therefore opponents
of an animal identification fear that traceability may trigger liability
for food safety problems.4 2 ' As a government report indicated,
"[t]he possibility that traceability could be used to place liability for
unhealthy or low-quality animals on farmers makes many in the livestock sector uncomfortable." 26 Beef growers, for example, fear liability for outbreaks of E. coli that could be traced to their premises.4 7 Some producers fear liability for problems (e.g., contamination) that occur in the marketing chain, even after the animal has
left the farm.
Drug residues in food animals, from use of inappropriate drugs or failure to allow sufficient withdrawal times, are
another exposure to liability. In light of concerns about liability, the
Kansas Livestock Association has supported state and federal legislation to limit producer liability under a government or private animal
ID program."

424. S.B. 3862, section 1, Prohibition on Mandatory Animal Identification Program, amending 7 U.S.C. § 8308. In addition, the bill would protect confidential
producers records from FOIA requests and limit their access by other government
agencies.
425. An article published in 2004 quoted a former USDA official who worked
toward mandatory cattle ID. "It never moves an inch - the cattlemen always oppose it," the official said. Leuck, supra note 163.
426. GOLAN ET AL., AER 830, supra note 217, at 30.
427. Odeshoo, supra note 75, at 313.
428. Becker, Animal ID, supra note 211, at 12.
429. Kansas Livestock Association, Key KLA Policy, http://www.kla/org/policy.htm; also printed in GOLAN ET AL., AER 830, supra note 217, at 33. The text of
the policy statement follows:
Animal Identification Liability
WHEREAS, livestock producers and government officials are researching the feasibility of a national individual animal identification program, and
WHEREAS, such a program, on a voluntary or mandatory basis, could
provide the livestock industry a tool to quickly trace animal disease sources
and enhance a breeder's ability to identify genetics that meet consumer
demands, and
WHEREAS, animal trace-back technology can increase the liability
exposure for owners of animals whose food and by-products threaten or
cause damages to consumers, and
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The USDA itself indicated that NAIS is not designed to affect
liability.
USDA's goal for the NAIS is to enhance animal health officials' ability to
trace and respond to animal diseases. The key objective is to achieve a
timely traceback to minimize the detrimental effect of livestock diseases.
Accordingly, USDA and the States will only collect and retain necessary
identification data in the preharvest production chain and through final
inspection at slaughter establishments. USDA would emphasize that the
NAIS, in serving as a repository of verifiable data, will increase the accuracy of animal health information and will not expose producers to unwarranted or additional liability."

Responding to producer fear of liability, others suggest that
NAIS will not significantly increase the liability of livestock producers and, in some instances, accurate traceability may protect producers who use proper management practices. On that issue, the
National Identification Development Team indicated that
Animal owners are, and have always been[,] responsible for the animals
they produce. If practices are employed that would endanger consumers at any level, the animal owner responsible for creating that threat
could have increased liability. Effective traceability can help protect
animal owners who apply best management practices. The system can
help limit liability and narrow the scope of eradication efforts in the case
of a disease emergency by being able to document that appropriate and
responsible measures were followed. 3 '

Researchers have made similar observations:
Like so many of the issues associated with traceability, there are two
sides to the liability issue. There is concern among some producers that
they will be held liable for contamination or other problems over which
they have no control once an animal leaves the farm. The flip side of
this perception is that documentation of management practices, animal
health programs, inputs, and animal movements can serve as protection

WHEREAS, liability in these circumstances can often be classified as
"strict liability", even though an animal owner may not be at fault for such
damages.
THEREFORE, BE IT RESOLVED, the Kansas Livestock Association
supports state and federal legislation to limit animal owners' liability exposure that may arise under a private or public animal identification program.
430. APHIS, Question and Answers, supra note 404.
431. US Animal Identification Plan, Frequently Asked Questions (FAQs) on the
U.S. Animal Identification Plan, # 30, http://usaip.info/faq.htm (last visited 26
Mar. 2007).
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against liability because they can prove where animals came from and
432
how they were raised.

NAIS, which is an information system, does not affect basic
principles of tort or contract liability. Insofar as tort is concerned,
NAIS has no effect on the legal principles of tort liability, but the
system does increase the amount of information available. That is,
without traceability, a meat packing plant will know the identity of
the immediate seller (e.g., the feeder) of an individual animal, but is
far less likely to know the identity of earlier owners, including producers. 33 NAIS would allow an individual animal to be traced from
birth to slaughter. Thus, by making it easier to identify the source
of disease or residue in animals or their products, traceability may
make proof of causation possible, exposing livestock producers to
potential lawsuits."
As the general discussion of traceability indicated, however, the
chain of traceability is normally broken once animals have been
slaughtered and the meat has been processed for sale. Though meat
can be traced to the processing plant, further traceback to the producer may be impossible, unless the plant traces meat from individual animals.'3 NAIS is not designed to bridge this gap in the chain
of traceability, so it is not likely to lead directly to consumer claims
against livestock producers."
Liability under contract may also be an issue, particularly when
an animal carries disease. Many states, especially those with major
livestock industries, have protected farmers by excluding implied
warranties from the sale of livestock when the owner has made a
good faith effort to comply with animal health requirements. The
Illinois law is fairly typical:
the implied warranties of merchantability and fitness for a particular
purpose do not apply to the sale of cattle, swine, sheep, horses, poultry
and turkeys, or the unborn young of any of the foregoing, provided the
seller has made reasonable efforts to comply with State and federal regu-

432. Roxanne Clemens & Bruce A. Babcock, Meat Traceability:Its Effect on Trade,
8(1) IOWA AG REVIEW 8, 9 (Winter 2002), available at http://www.card.iastate.edu/
iowaag-review/.
433. Michael Roberts & Doug O'Brien, Animal Identification: Liability Exposure
and Risk Management 2 (WEMC FS #6-04, Fall 2004) [hereinafter Roberts &
O'Brien, Animal ID].
434. See Michael T. Roberts & Harrison M. Pittman, Legal issues in developing a
nationalplanfor animal identification, 21 AGRIC. L. UPDATE 1, 6 (Jan. 2004).

435. See supra text accompanying notes 239-43.
436. See Roberts & O'Brien, Animal ID, supra note 433, at 2-4 (noting also that
consumers seldom sue livestock producers).
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lations pertaining to animal health. This exemption does not apply if the
seller had knowledge that the animal was diseased at the time of the
sale. 3 7

Not every state excludes implied warranties so broadly. For example, the analogous Kansas provision does not exclude implied
warranties for sellers of livestock for immediate slaughter: "with
respect to the sale of livestock, other than the sale of livestock for
immediate slaughter, there shall be no implied warranties, except
that the provisions of this paragraph shall not apply in any case
where the seller knowingly sells livestock which is diseased."4"
As a USDA report noted, "[m]any in the livestock sector worry
that traceability systems linking meat to animals will break this tradition [of exemption from implied warranties] and shift at least some
of the liability for foodborne illnesses back to cow-calf operators and
feedlots."' 3 But, in addition, USDA researchers indicate that the
traditional exemption of livestock sellers from implied warranties of
the health of their animals may impede animal-to-meat traceability,
which could bridge the gap in the chain of traceability."' "Limiting
the liability of the cow-calf operator or feedlot will dampen incentives to establish traceability from meat to animal. Traceability to
the animal supplier is less valuable if the supplier cannot be held
legally accountable for animal disease.""' Nonetheless, traceability
can be valuable in preventing the spread of disease or locating other
diseased animals.
In Canada, too, animal identification has raised issues of liability, and Canadian officials addressed the question of liability, stating
that participation in the national tracking and tracing system does
not affect liability. Instead, tracing a problem will be more efficient,
with fewer tests and quarantines and less disruption of livestock
markets."' Further, the Canadian Cattle Identification Agency indicated that the system traced animals "to the point of carcass inspection. Most contamination food safety problems are discovered after
that point and are recognized to be beyond the control of primary

437.

810

438.
439.

KAN. STAT. ANN. § 84-2-316(3)(d).
GOLAN ET AL, AER 830, supra note 217, at 32.

ILL. COMP. STAT.

5/2-316(3)(d).

440. Id. at 34.
441. Id. at 34. Another barrier is the lack of incentives for meat processors to
maintain identity of meat, when USDA, rather than the processor, is responsible for
animal inspection and certification. Id.
442. CCIA, Frequently Asked Questions, Q 7, http://www.canadianlive-stock
id.ca/eng/faqse.htm (last visited 26 Mar. 2007)
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producers."" Canada's longer experience with traceability may help
to reassure US producers.
C. NAIS and ProducerPrivacy
1. Privacy Concerns with Animal ID
Livestock producers have expressed concern about protecting
confidential business information from competitors, government
agencies, and even bioterrorists or animal rights extremists.'
The
goal of NAIS is to provide information to control animal disease.
But "many in the industry worry about government intrusion into
their business practices generally.""' Fear of "government interference in private enterprise and its access to private business data"
have triggered industry resistance to NAIS."6 Numerous news reports reflect this concern; for example, representatives of the New
Mexico Cattle Growers Association report producer worries about
abuse of a livestock registry, citing vulnerability to criminals, terrorists, or even buyers who might gain a price advantage."
Industry groups, too, have focused on the need to protect producer records. For example, the National Cattlemen's Beef Association published a White Paper on NAIS in 2005. Prominent among
their requirements for the animal ID system is "[m]aintaining the
confidentiality of information on animal movements and ownership
in private hands-free from freedom of information act requirements of state and federal governments."" The American Veterinary Medical Association (AVMA) issued a position statement on
NAIS. The AVMA supports an effective NAIS and insists on critical
443. CCIA, About CCIA, http://www.canadaid.com/About/#Descriptionand-Purpose (last visited 26 Mar. 2007). The CCIA also noted that Canadian Food
Inspection Agency "traces from the first location of the animal (herd of origin) and
last location of the animal (usually the packing plant) to find the true source of the
problem. The CFIA will rely on scientific information and tests to confirm infection
and toxin sources." Id.
444. Michael Roberts & Doug O'Brien, Animal Identification: Confidentiality of
Information 1 (WEMC FS #5-04, Fall 2004) [hereinafter Roberts & O'Brien, Confidentiality]; Becker, Animal ID, supra note 211, at 12.
445. Becker, Animal ID, supra note 211, at 12.
446. Pressler, supra note 342.
447. Sandy Nelson, National Animal ID System: Tracking the livestock, NEW
MExIcAN,

13 Aug. 2006.

448. National Cattlemen's Beef Association, National Animal Identification System (NAIS), Industry Proposal White Paper for Consideration 1-2 (2005), www.beef
usa.org/animAnimalIDWhitePaper.aspx (last visited 26 Mar. 2007).
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key elements, including an "[e]xception from freedom of information disclosure laws for data collected in support of the NAIS."4 9
Species working groups, appointed to advise APHIS in development of NAIS, agree. For example, the Cattle Work Group devoted four of its nine guiding principles to confidentiality. ' Providing input to USDA, this species group insisted that producers' data
be kept confidential, both exempt from FOIA and protected from
"passing among varied governmental agencies." ' Approved federal
and state animal health authorities should have access to NAIS data,
but only information "essential to the enhancement of animal disease surveillance and monitoring" should be stored in state or federal databases. " ' Moreover, access to the data system should occur
only through a "regulatory need" for tracing of a foreign animal
disease or a program disease, or after declaration of an animal disSimilarly, the NAIS equine working group also
ease emergency.5
recommended exemption from FOIA requirements and access to
other agencies, as well as government access to data only for animal
disease surveillance and monitoring."
Though the existence of any type of traceability system raises
concerns about privacy, those concerns may escalate when RFID
tags are used. RFID technology is already familiar to consumers
who use transponders to pay highway tolls5 5 and those who have had
micro-chips implanted to identify family pets. Passive REID chips
are now used in US passports, under regulations promulgated in
October 2005.56 The technology has significant potential for supply
chain management and inventory in the retail sector.4 7 The use of
RFID tags in consumer goods, it has been argued, can lead to intru449.

AVMA, Position Statement, supra note 406.

450.
451.
452.
453.
454.
455.

Cattle Work Group, supra note 313.
Id. at 1.
Id.
Id.
Equine Species Working Group, supra note 395.
The I-Pass system used on Open Road Tolling in Illinois is an example. See

http://www.illinoistollway.com.
456. Electronic Passport, 70 Fed. Reg. 61,553 (25 Oct. 2005), codified at 2 C.F.R.

part 51. The RFID chip used for passports will be a proximity chip readable at
about 10 centimeters, rather than a vicinity chip, used for inventory tracking. 70
Fed. Reg. at 61,553.
457. See generally Hildner, supra note 298. Hildner refers to the Broken Arrow
Affair, in which Wal-Mart used RFID tags on lipsticks in an Oklahoma store; movement of the lipsticks turned on a video monitor and alerted researchers hundreds
of miles away, who could watch consumers. The experiment triggered consumer
objections. Id. at 133, 136-37.
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sions in privacy through "profiling, surveillance, and targeted action," especially when RFID tags can be related "to personally identifying information through a database." ' 8 Few state or federal laws,
however, regulate RFID use.'59
In a conference speech printed in the Congressional Record,
Senator Leahy (Vt.) acknowledged RDIF's "potential for many constructive Uses. " ' ° He supported its use in "a Vermont pilot program
for tracking cattle to curtail outbreaks, like mad cow disease," noting
that the national tracking system was modeled after the Vermont
program.' Nonetheless, Leahy expressed concern about the important privacy issues raised by RFID technology 62 and insisted on "a
general presumption that Americans can know when their personal
information is collected, and to see, check and correct any errors. " '
Mike Johanns, US Secretary of Agriculture, addressed the issue
of confidentiality in a 24 August 2006 speech at the Animal Identification/Information Exposition. He emphasized the importance of
protecting confidential business information in a competitive business world. USDA should not hold or be able to release animal
tracking records; instead, private and state databases will be used. If
an animal disease breaks out, USDA will request specific information from private and state databases for the required investigation.'
458. Id. at 141.
459. Id. at 138. The federal government recognized privacy issues related to
commercial and federal use of RFIDs. These include "notifying individuals of the
existence or use of the technology; tracking an individual's movements; profiling an
individual's habits, tastes, or predilections; and allowing for secondary uses of information." U.S. GOV'T ACCOUNTABILrrY OFFICE, PRIVACY: KEY CHALLENGES FACING
FEDERAL AGENCIES, TESTIMONY OF LINDA D. KOONTZ, GAO-06-777T (2006) [hereinaf-

ter GAO, PRIVACY].
460. Leahy, supra note 295, at S2989-90.
461. Id.
462. Id. at S2990. For example,
What information will it gather, and how long will that data be kept? Who
will have access to those data banks, and under what checks-and-balances?
Will the public have appropriate notice, opportunity to consent and due
process in the case mistakes are made? How will the data be secured from
theft, negligence and abuse, and how will accuracy be ensured? In what
cases should law enforcement agencies be able to use this information,
and what safeguards should apply?
Id.
463. Id
464. Press Release, USDA, Mike Johanns, Transcript of Remarks to the Animal
Identification/Information Exposition 2006, Kansas City, MO (No. 0318.06, 24
Aug. 2006) [hereinafterJohanns, Release 0318.06].
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Recent documents from USDA have responded clearly to the
privacy concerns of livestock producers. The draft User Guide, released in November 2006, mentions confidentiality repeatedly. For
example, in a discussion of animal tracking databases, the User Guide
states
The information held in ATDs is within the control of [the] private entity or State. USDA will not hold and, therefore, cannot distribute this
information. If USDA needs animal movement and location information to respond to an animal disease issue, we will request the data from
the private and State databases only for animals involved in the disease
of concern. Federal law protects individuals' private information and
confidential business information from public disclosure.4

By cooperating with state and private databases, USDA has structured NAIS to avoid having data about livestock premises and animal identification data under federal control, unless information is
needed for tracing an animal disease. Even then, the data provided

to USDA will be minimal, perhaps further reducing privacy concerns.'
Data held in state databases, however, may continue to
raise concerns for livestock farmers.

First I will tell you that I agree wholeheartedly with the livestock producers
who believe that information about your livestock is your business, period.
The business of agriculture has undergone significant change in the past
few decades. The image of a producer taking his crops and livestock to
market is changing. In today's very highly competitive marketplace, a
farm or a ranch's operations should remain confidential, they should be
protected.
...[A]s your Secretary of Agriculture, I do not believe I should be in
the business of possessing your information, your personal business information.
That's why I have directed APHIS to create an Animal ID System that
will hold information about animal movements in the private sector and in
the state databases that chose to go in a state direction. Animal movement
information registered in the private animal tracking database is private.
It should not be a USDA record. That information cannot be released by
USDA because we don't own it, and we don't control it, nor should we.
Only in the event of an animal disease outbreak will USDA go to the
holder of that information and explain to them what they need, and the
holder of that information will supply it to us. Even then and only then,
only that information relative to the disease outbreak will be collected and
retained as a part of that investigation.
Id.
465. DRAFT USER GUIDE, supra note 317, at 43.
466. Daniel Grant, Cost, confidentiality among key NAIS concerns, FARMWEEK, 30
Aug. 2006. Dr John Wiemers, a veterinarian on the NAIS staff, noted that the data
recorded is similar to a phone book, rather than commercial information. The
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Despite USDA assurances of confidentiality, some further
analysis may be useful. Discussions of confidentiality of livestock
data invoke both the federal Freedom of Information Act, with its
disclosure mandates and exceptions to disclosure, and the federal
Privacy Act, which protects some government records from disclosure.
It must be noted that FOIA and the Privacy Act may protect
some livestock information in the hands of the federal government,
and state FOIA and privacy laws may protect information in state
databases. But those laws apply to federal and state governments,
not to private organizations that are not controlled by governments.
Thus, though discussions of confidentiality have focused on USDA,
privacy concerns may still apply to information about animal identification and tracking held by private organizations, breed groups, or
other organizations. Producers might demand that contracts with
these organizations be drafted to require protection of confidential
information. 7 Moreover, even information protected by statute
from routine disclosure may be vulnerable in litigation related to
animal health or food safety, e.g., under subpoena by a party to the
litigation.'

2. Freedom of Information Act
One fear of livestock producers is that others will be able to request information collected pursuant to NAIS under the federal
Freedom of Information Act (FOIA) or analogous state laws. FOIA
authorizes public access to records held by federal executive agencies, 9 but several specific exemptions protect some records. For
example, FOIA exempts from disclosure "trade secrets and commercial or financial information obtained from a person and privileged or confidential."47 Some commentators seem to suggest that
this exemption would protect confidential commercial information
from livestock owners.4 7'
Under another FOIA exemption, the duty to disclose agency
records does not apply to matters exempted from disclosure by stat"nature of the data is not that economically sensitive. We may even be overstating
the risk." Id.
467. Roberts & O'Brien, Confidentiality, supra note 444, at 3.
468. Id. at 3-4.
469. 5 U.S.C. § 552. State FOTAs exist, as well.

470. 5 U.S.C. § 552(b)(4).
471.

E.g., Becker, Animal ID, supra note 211, at 12.

2006]

ute.4n

US NATIONAL ANIMAL IDENTIFICATION SYSTEM

Recent statutory exemptions from FOIA include the Live-

stock Mandatory Price Reporting Act, as to cattle and beef pricing
information, the Bioterrorism Act as to location of food supplies,
and the Homeland Security Act, as to certain information.1

3

These

exemptions do not apply to NAIS, of course, but illustrate possible
approaches to protect confidentiality of information from livestock
producers.
The Livestock Mandatory Reporting Act imposed mandatory
reporting for transactions in livestock. That law, which had expired
30 September 2005, has been extended until 30 September 2010."74
Confidentiality provisions protect the identity of persons and proprietary business information. In addition, no facts or information
obtained under the Act can be disclosed under FOIA"
The Bioterrorism Act of 2002 now requires registration of facilities (but not farms) that manufacture, process, pack or hold food
for consumption in the US."' Though a list of registered facilities
must be compiled, the list and registration documents are exempt
from disclosure under FOIA. Information from the list or documents is also exempt "to the extent that it discloses the identity or
location of a specific registered person."4

7

Similarly, the Bioterror-

ism Act authorizes enactment of regulations that require food re472.

5 U.S.C. § 552(b)(3):
(b) This section does not apply to matters that are (3) specifically exempted from disclosure by statute (other than section 552b of this tile), provided that such statute (A) requires that the
matters be withheld from the public in such a manner as to leave no
discretion on the issue, or (B) establishes particular criteria for withholding or refers to particular types of matters to be withheld.
473. See generally Roberts & O'Brien, Confidentiality, supra note 444, at 2-3; Amy
K. Guerra, Comment, Agricultural Accountability: The National Animal Identication
Plan, Confidentiality and the Freedom of Information Act, 15 SAN JOAQUIN AGRIC. L.
REV. 213, 227-28 (2006).

474. 7 U.S.C. § 1636 (terminated 30 Sept. 2005, as per note under 7 U.S.C. §
1635); Livestock Mandatory Reporting Act-Extension, Pub. Law No. 109-296, 120
Stat. 1464 (2006) (extending the law and amending its swine reporting provisions).
475. See generally JANET PERRY ET AL., DID THE MANDATORY REQUIREMENT AID THE
MARKET? IMPACT OF THE LIVESTOCK MANDATORY REPORTING ACT (Outlook Rep.

LDP-M-135-01, 2005),
476. 21 U.S.C. § 350d(a)(1)-(2). A farm is not considered a facility. Id. §
350d(b)(1). The Bioterrorism Act of 2002 is the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, tit. I11A, §§ 301-315, Pub L. 107-88,
116 Stat. 594, 662-75 (2002).
477. 21 U.S.C. § 350d(a)(4). A facility itself may disclose information and may
need to provide information, e.g., its registration number, to customers. See FDA,
Questions and Answers Regarding Registration of Food Facilities (Edition 4) (Aug.
2004), http://www.cfsan.fda.gov/- dms/ffregui4.html.
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cord keeping (for a maximum of two years) that will identify the
"immediate previous sources and the immediate subsequent recipients of food."478 The FDA must implement effective procedures to
prevent unauthorized disclosure of trade secrets or confidential information. 79'
The Homeland Security Act also includes a FOIA exemption
for "critical infrastructure information (including the identity of the
submitting person or entity) that is voluntarily submitted to a covered federal agency [defined as the Department of Homeland Security] ...regarding the security of the critical infrastructure." Such
information is exempt from federal and state FOIA disclosure and
enjoys other protections of confidentiality.' ° Either the President or
the Secretary of Homeland Security may designate a critical infrastructure program,' and the President has identified the agriculture
and food system as a critical infrastructure and established a national policy to protect that system."
3. Privacy Act
Though much concern about disclosure of livestock information has focused on FOIA, the Privacy Ace' may also be relevant. In
his August 2006 speech, Secretary of Agriculture Johanns addressed
worries about access of other federal agencies or activist groups to
confidential data about individuals or their premises. He assured
livestock owners that the Privacy Act protects USDA records systems, including names and addresses, from disclosure to other persons or other federal agencies."
In enacting the Privacy Act, Congress found that "the privacy of
an individual is directly affected by the collection, maintenance, use
and dissemination of personal information by Federal agencies,"

21 U.S.C. § 350c(b).
Id. § 350c(c).
6 U.S.C. § 133(a). "Covered federal agency" is defined at id. § 131(2).
Id. § 132.
Directive on Defense of United States Agriculture and Food, 30 Jan. 2004, 40
WEEKLY COMP. PREs. Doc. (BBR 14.7 p128) 183 (3 Feb. 2004).
483. 5 U.S.C. § 552a, which protects agency records containing information about
individuals from disclosure to other persons or to another agency. See U.S. Congress, Senate Committee on Government Operations, 94d Cong. 2d Sess., Legisla478.
479.
480.
481.
482.

tive History of the Privacy Act of 1974: S. 3418 (Public Law 93-579), Source Book

http://www.loc.gov/rr/frd/MilitaryLaw/pdf/LH privacyactPrivacy
on
1974.pdf. Other federal laws and regulations protect privacy.
484.

Johanns, Release 0318.06, supra note 464.
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and that "the increasing use of computers and sophisticated information technology ...

has greatly magnified the harm to individual

privacy that can occur .... "" The Privacy Act is intended to protect
the privacy of individual information, while recognizing that governments often need information to function effectively.
Under the Privacy Act, federal agencies that maintain a "system
of records"4" must allow any individual to review and copy information pertaining to him or her and to request amendment of a record
found to be inaccurate. 7 Moreover, agencies may not disclose any
record contained in a system of records without written consent of
the individual to whom the record pertains. A number of exceptions ensure that the information can be disclosed if used for the
purpose for which it was collected ("routine use") and for other limited governmental purposes. Information can also be disclosed if
"required" under the FOIA,488 but FOIA exemptions protect certain
personal information and information exempted by statute from
required disclosure.48
The Privacy Act applies only to records included in a "system of
records," defined as "a group of any records under the control of
any agency from which information is retrieved by the name of the
individual or by some identifying number, symbol, or other identifying particular assigned to the individual."8 90 Indeed, "the determina-

tion that a system of records exists triggers virtually all of the other
substantive provisions of the Privacy Act"4 1'-that is, whether the records are available for review by the individual involved and protected from disclosure to others. According to a leading Privacy Act
485. Pub. L. No. 93-579, § 2(a)(1), (2), 88 Stat. 1896 (1974), codified at 5 U.S.C. §
552a note.
486. On the difficulty of determining what constitutes a system of records (defined in 5 U.S.C. § 552a(a)(5)), especially in light of technology used since 1974, see
Julianne M. Sullivan, Comment, Will the Privacy Act of 1974 Still Hold Up in 2004?
How Advancing Technology Has Created a Need for Change in the "System of Records"
Analysis, 39 CAL. W. L. REv. 395 (2002-03).

487. This right to access is intended to improve the quality of information.
Smiertka v. Dep't of Treasury, 447 F. Supp. 221, 226 (D.D.C. 1987), remanded on
other grounds, 604 F.2d 698 (D.C. Cir. 1979), quoted in Henke v. US Dep't. of
Commerce, 83 F.3d 1453, 1457 n.2 (D.C. Cir. 1996).
488. 5 U.S.C. § 552a(b). The Privacy Act authorizes civil action, with injunctions
and monetary damages for successful plaintiffs. On damages, see Haeji Hong,
Dismantling the PrivateEnforcement of the Privacy Act: Doe v. Chao, 38 AKRON L. REV.
71 (2005) (analyzing 2004 Supreme Court decision that requires plaintiffs claiming

even the minimum statutory damages to have suffered actual damages).
489.

See supra text accompanying note 472.

490. 5 U.S.C. § 552a(a)(5).
491.

Henke, 83 F.3d at 1459.
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decision, whether an agency maintains a system of records keyed to
individuals depends on the "entirety of the situation, including the
agency's function, the purpose for which the information was gathered, and the agency's actual retrieval practice and policies."492 The
Privacy Act applies to government agencies, as well as to government contractors who maintain a system of records to carry out an
agency function."'
Thus, whether the Privacy Act applies to data held by the federal government under a program like NAIS will depend in part on
whether that information is considered a "system of records." If the
agency's purpose in gathering information is linked to individual
livestock producers (instead of animals, perhaps), the information is
more likely to be a system of records." Records actually about the
individual (instead of records that only mention the individual)
should be covered under the Act. "95
In addition, the actual method of retrieval practiced by the
agency (e.g., retrieval by name or code linked to an individual),
rather than the agency's retrieval capability, helps to determine
whether the records are part of a system of records governed by the
Act."6 If the agency practice is to retrieve that data by the name of
the individual or by a code linked to that individual-e.g., the premises identification number-a system of records may exist. 9 ' If the
practice is to retrieve data based on the unique identification num492. Henke, 83 F.3d at 1461. See Sullivan, supra note 486, for the argument that
the Privacy Act definition of system of records did not anticipate methods of retrieval of computerized databases.
493. 5 U.S.C. § 552a(m). Employees of such contractors are considered employees of the agency. See John M. Eden, When Big Brother Privatizes: Commercial Surveillance, the Privacy Act of 1974, and the Future of RFID, 2005 DUKE L. & TECH. REV.
20, 29-30 (recommending that the Privacy Act be amended to obligate corporations
to minimize data collection and preserve anonymity, obtain permission for use of
personally identifying information, and not discriminate against consumers who
opt out of RFID data collection).
494. Henke, 83 F.3d at 1461.
495. Henke, 83 F.3d at 1462; Sullivan, supra note 486, at 401.
496. See Henke, 83 F.3d at 1459-60 (holding that an agency does not hold a system of records where information about individuals was kept only as an adjunct to
a grant program that focused on businesses and the agency did not retrieve information keyed to individual names). For discussion of Henke, see Sullivan, supra
note 486, at 339-401.
497. Henke, 83 F.3d at 1461. The PIN, however, is associated with a geographic
location, rather than only the land owner or livestock producer. Because of the
nature of land and an established livestock operation, the PIN is more likely to be
associated with an individual than the AIN, which is connected to an animal that
may move frequently in commerce.
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ber of an animal (which may change ownership and therefore not
maintain a link to an individual), one could argue that the data may
be only a group of records instead of a system of records, as defined
by the Privacy Act. Records not part of a system of records are not
available for individual review, nor are they protected from disclosure. Thus, to ensure protection under the Privacy Act for the few
records USDA does keep, USDA may want to consider the system of
records requirement.
The Privacy Act "covers federal agency use of personal information, regardless of the technology used to gather it. As a practical
matter, however, the Privacy Act is likely to have a limited application to the implementation of RFID technology because the act only
applies to the information once it is collected, not to whether or
how to collect it."498 The Federal Trade Commission decided in
2005 that companies that make and use RFID technology would be
responsible for protecting consumer privacy and that database security is an important component of that protection."0 Thus, privacy
concerns raised by RFID technology in particular might be addressed by allowing livestock producers to choose whether to use
RFID tags or standard identification tags without RFID.5° Indeed,
under NAIS, the AIN device without RFID is the standard for animal identification, though some industry groups prefer RFID.
4. State and Other Responses
State reactions to confidentiality concerns have taken several
forms. Some states have refused to send information to national
RADIO
SECURITY:
OFFICE, INFORMATION
498. U.S. GOV'T ACCOUNTABILITY
FREQUENCY IDENTIFICATION TECHNOLOGY IN THE FEDERAL GOVERNMENT 23, GAO-05-

551 (2005) [hereinafter GAO, RFID]. Privacy impact assessments are required by
the E-Government Act in connection with the decision to collect information. Id.
Technological measures to address privacy concerns are being developed. Id. at 2224.
The E-Government Act of 2002, Pub. L. No. 107-347, protects personal information in part by requiring privacy impact assessments that analyze how information is handled. The Federal Information Security Management Act of 2002
(earlier the Government Information Security Reform Act), title II of Pub. L. No.
107-347, requires information security programs. See generally GAO, PRIVAcY, supra
note 459.
499. FTC, Radio Frequency Identification: Applications and Implications for
Consumers (March 2005), cited in GAO, RFID, supra note 498, at 24.
500. See GAO, RFID, supra note 498, at 24, which mentions an opt-in/opt-out
system that would allow voluntary participation, but risk penalizing consumers who
opt out.
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databases. Other states have enacted specific legislation to promote
privacy, while still others have relied on existing FOIA-like exemptions or have not focused on confidentially, perhaps with the rationale that premises registration conveys information already available
to the public in telephone books and public records."
Vermont and Massachusetts are examples of the states that have
withheld information. An August 2006 news report indicated that
Vermont would "put on hold" proposed new rules for mandatory
registration of livestock farms. Those rules would have required
registration of livestock premises, but ensured that the premises
information provided would be confidential under Vermont Law. °2
Citing concerns about confidentiality in USDA, the Vermont Agency
of Agriculture Food and Markets indicated that no information
would be sent to the USDA database. Instead, Vermont plans to
keep registration voluntary and restrict information to Vermont."
Similarly, a September 2006 news report indicated that privacy concerns have led agricultural officials in Massachusetts to withhold
information about livestock premises registration from USDA.'
Kansas has enacted a state requirement of confidentiality. In a
law enacted in 2004 and amended in 2005, Kansas authorized its
livestock commissioner to cooperate with federal and other officials
in developing systems for voluntary premises registration, animal
identification, and tracking. The statute gives the commissioner
authority to enter agreements with federal agencies and others to
"coordinate efforts and share records and data systems pursuant to
law to maximize the efficiency and effectiveness [of the system]. "u°'
But the law also states explicitly that "Any data or records provided
501. A brief article categorizes three state approaches to confidentiality: no particular action to protect confidentiality, reliance on existing statutory protections,
and specific state confidentiality laws. Eric Pendergrass, Varying state approachesto
confidentiality with premises and animal identification systems, 23(11) AGRIC. L. UPDATE
4 (Nov. 2006).

502. See http://www.vermontagriculture.com/prs/premisesRules.html, visited 17
August 2006; 6 VSA § 61. The proposed rules are at http://www.vermontagriculture.com/prs/premisesrulev3%202.pdf. Part III. Confidential Information
would have allowed limited disclosure, including to APHIS, under a memorandum
of understanding.
503.

Lisa Rathke, Vt. negs farm ID program, BENNINGTON

BANNER,

16 Aug. 2006.

No central USDA database actually exists.
504. Stan Freemen, State muzzles disclosure of livestock data to U.S., REPUBLICAN
(Springfield MA), 15 Sept. 2006, B6, also reported in Ann Bagel, Confidentiality
concerns
prompt
state
officials
to
withhold
livestock
reports,
http://meatingplace.com (18 Sept. 2006).
505. KAN. STAT. ANN. § 47-674(f).
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or obtained pursuant to this section to an official of the animal
health department shall be considered confidential by the animal
health department and shall not be disclosed to the public."' The
Kansas Attorney General concluded that contracts between the Department of Animal Health and federal or other agencies should
contain a confidentiality provision, but that federal agencies, not
acting on behalf of the Department, may handle the records as required by federal law."' According to the livestock commissioner,
because of the law requiring that participation be voluntary, existing
Kansas records cannot be added to the premises registration system.&
Since 2004, several bills have been introduced in Congress to
protect information collected through NAIS from disclosure.'
Most recently, Senate Bill 3862, introduced in September 2006,
would seem to resolve some, if not all, of the privacy issues raised by
NAIS. It would add a subsection called "Protection of Information
in a Voluntary Animal Identification System" to the Animal Health
Protection Act.10 The bill would protect information submitted to
the system from disclosure, except in limited situations when livestock is threatened by a disease or pest. Mandatory disclosure about
particular animals would be permissible for specific purposes, including law enforcement and homeland security. Moreover, the bill
would prevent state or local governments from disclosing information relating to animal identification under their FOIA or other disclosure laws." '
506. KAN. STAT. ANN. § 47-674(g). Moreover, the statute refers to the Kansas
Open Records Act, KAN STAT. ANN. 45-229(b), and indicates that the protection
from disclosure is exempt from the 5-year time limit ordinarily applied to exceptions to disclosure.
507. Kansas Attorney General Opinion No. 2005-21 (20 Sept. 2005),
http://www.kscourts.org/ksag/opinions/2005/2005-021.htm.
508. George Teagarden, Livestock Commissioner, Kansas Animal Health Department, Legal Authority-Open Records Act, Id Info Expo, 22-24 Aug. 2006, Kansas City, MO, http://www.animalagriculture.org/proceedings/IDINFOEXPO
2006/Wednesday/3GeneralSessionI/2%2Legal%2Authority,%20FOIA%2OTea
garden.pdf.
509. For a brief discussion of some of these, see Guerra, supra note 473, at 22830.
510. S. Bill 3862, 109' Cong., 2d Sess. (2006) to amend 7 U.S.C. § 8308, adding
subsection (d).
511. Section 2 of S. Bill 3862 would have added subsection (d) to 7 U.S.C. §8308:
(d) Protection of Information in a Voluntary Animal Identification System(1) Definition Of Animal Identification System- In this subsection, the
term 'animal identification system' means a voluntary system for identifying or tracing animals that is established by the Secretary.
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VIII. CONCLUSION

USDA, with the cooperation of states, livestock producer
groups, and private organizations, is continuing to develop and implement NAIS. Despite the reluctance of some livestock producers,
registration of premises is well under way, with all states, five tribes,
and two territories participating. More than 406,000 premises had

(2) Protection From Disclosure(A) In General- Information obtained through the animal identification system shall not be disclosed except as provided in this subsection.
(B) Waiver Of Privilege Or Protection- The provision of information
to the animal identification system and the disclosure of information
in accordance with this subsection shall not constitute a waiver of any
applicable privilege or protection under Federal law, including trade
secret protection.
(3) Limited Release Of Information- The Secretary may disclose information obtained through the animal identification system if(A) the Secretary determines that livestock may be threatened by a
disease or pest;
(B) the release of the information is related to actions the Secretary
is authorized to take under this subtitle; and
(C) the Secretary determines that the disclosure of the information
to a government entity or person is necessary to assist the Secretary
in carrying out the purposes of(i) this subtitle; and
(ii) the animal identification system.
(4) Mandatory Disclosure Of Information- The Secretary shall disclose
information obtained through the animal identification system regarding particular animals to(A) the person who owns or controls the animals, if the person requests the information in writing-,
(B) the Attorney General for the purpose of law enforcement;
(C) the Secretary of Homeland Security for the purpose of homeland
security;
(D) the Secretary of Health and Human Services for the purpose of
protecting the public health;
(E) an entity pursuant to an order of a court of competent jurisdiction; and
(F) the government of a foreign country if disclosure of the information is necessary to trace animals that pose a disease or pest threat to
livestock or a danger to human health, as determined by the Secretary.
(5) Prohibition On Disclosure Under State Or Local Law- Any information relating to animal identification that a State or local government
obtains from the Secretary shall not be made available by the State or
local government pursuant to State or local law requiring disclosure of
information or records to the public.
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been registered by mid-July 2007.2 The USDA is actively evaluating
applications for animal tracking databases and has approved several
identification tags, designed to bear an animal's lifetime number.
Moreover, in light of stakeholder comments and concerns, USDA
has published a comprehensive draft document, the User Guide, to
explain the animal identification system." ' In recent months, USDA
has indicated that NAIS will remain voluntary, an action that has
helped to resolve some of the concerns of livestock owners.
NAIS is not free from controversy, and lingering issues remain
contentious. Producers remain concerned about their cost, their
possible exposure to liability in tort or contract, and the protection
of their privacy from government, competitors, and others. Nongovernment organizations and others question the wisdom of a voluntary system and wonder whether the ambitious goals of NAIS can
be met without requiring producers to participate.
Despite disagreements about the implementation of NAIS, numerous contagious animal diseases, as well as transmissible diseases
like BSE, continue to threaten livestock and human health. Moreover, the importance of traceability to many US trading partners
indicates that an effective system is necessary. As one analyst noted,
"[a] rigorous traceback and animal ID system would not prevent
safety problems (process controls, testing, and other science-based
food safety regimes are intended to do that), but it could facilitate
recalls, possibly contain the spread of an illness, and help authorities
stem future incidents ....Besides building public confidence in the
U.S. food safety system, improved traceability may enable firms to
limit their legal and financial liabilities."" 4 As the Secretary of Agriculture insisted, "the system is a critical tool in safeguarding the
health of agricultural animals from disease" and an important way to
"assure consumers and trading partners of the health of our herd"
in case of an outbreak of disease." '

512. APHIS, NAIS, supra note 341. Indeed, NAIS allowed delivery of help to
farmers and their livestock in Colorado after a January blizzard. APHIS, National
Animal Identification System Proves to be a Valuable Tool During Blizzard Recovery Operations (4 Jan. 2007), http://animalid.aphis.usda.gov/nais/newsroom/
spotlight blizzard.sthml.
513. DRAFT USER GUIDE, supra note 317.
514. Becker, Animal ID, supra note 211, at 3.
515. Johanns, Release 0318.06, supra note 464.
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I. INTRODUCTION

A. Overview
This contribution discusses animal traceability, identification
and labeling requirements in European Union (EU) law. The requirements are lex specialis to more general requirements in EU food
law. The aim is to set out this body of EU law and provide some understanding regarding its background. Along with the article by
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Margaret Rosso Grossman, it enables the reader to compare the EU
system to the United States system.
Section I introduces the subject matter starting with a historical
background and specific examples. Section II provides some general
background on the EU and its legal system. Section III introduces
the general principle of traceability in EU food law. Section IV discusses the different registration and identification requirements by
group of animals concerned. Section V discusses specific provisions
regarding slaughter. Section VI explains labeling, placing the specific requirements on the labeling of beef and veal within the context of the general labeling requirements and goes into more specific requirements for food of animal origin. Traceability requirements aim at preventing food safety crises. Section VII discusses
crisis management, and Section VIII addresses the related subjects
of official controls and enforcement. The Sections IX and X discuss
bioterrorism and imports into the EU. The final section gives some
concluding remarks.
B. The Dark 1990s
The food and agricultural sectors in the European Union
emerged deeply traumatized from the 1990s. A series of crises resulted in a breakdown of consumer confidence in the authorities,
industry and science.
Probably the biggest impact was felt from the bovine spongiform encephalopathy (BSE) crisis.' Subsequent food safety scares,'
outbreaks of animal diseases' and scandals over fraudulent practices
1. See Margaret Rosso Grossman, Animal Identification and Traceability under the
US NationalAnimal Identification System, 2 J. FOOD L. & POL'Y 231 (2007).

2. One example is the Belgian dioxin crises. It was caused by industry oil that
had found its way into animal feed and subsequently into the food chain. Craig
Whitney, Brussels Journal, Food Scandal Adds to Belgium's Image of Disarray, N.Y.

June 9, 1999, §A, at 4. Another example is the introduction of merroxyprogesterone acetate (MPA) into pig feed in 2002. James Graff, One Sweet Mess, TIME,
July
21,
2002,
available at www.time.com/time/nation/article/0,8599,
322596,00.htm. Sugar discharges from this production of MPA, a hormone used in
contraceptive and hormone replacement pills, were used in pigs feed and by that
route MPA entered the food chain. Id. In 2004 a dioxin crisis broke out in the
Netherlands.
TIMES,

3. Like Food and Mouth Disease, SARS and lately Avian Influenza. See generally
World Health Organization (WHO) Avian Influenza, http://www.who.int/topics/
avianinfluenza/en (last visited April 4, 2007); see also Disease Spurs Meat Import Ban,

WASH. POST, Mar. 18, 2001, at AD3 (announcing U.S. ban of EU meat products due
to foot-and-mouth epidemic).
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of which the end does not yet seem to be in sight, added to a sense
of urgency to take protective measures. These fraudulent practices
included the discharge of waste in animal feed' and the underworld
involvement in the supply and employment of growth hormones'
mounting to the murder of the veterinarian who brought the use of
these illegal substances to the attention of the authorities and the
public.'
C. Orwell at the Animal Farm
The structure of a legal system capable of getting a firm grip on
food production was set out in the 1997 Green Paper on the general
principles of food law in the European Union 7 and the 2000 White
Paper on Food Safety. These policy documents called for an integrated approach of the food production chain from farm to fork
and for tuning in of animal health, animal welfare and food legisla4. Probably the cause of the first dioxin crisis. See Whitney, supra note 2.
5. Community and national legislatures in the EU have been battling the use of
artificial hormones - DES in particular - for years. When it turned out to be impossible to separate their use from body-proper hormones and to get them under control, finally all hormones were banned. The legislation on the use and application of
hormones started with Directive 81/602/EC (prohibiting certain matters with hormonal effects and of stuffs with thyreostatic effects). Directive 81/602/EC has been
supplemented by Directive 85/308/EEC and replaced by Directive 88/146/EEC
(prohibition of applications of certain stuffs with hormonal effect in the cattle
breeding sector). A next one, Directive 88/299/EEC is aiming at the trade in animals and meat treated with stuffs with hormonal effect referred to in Directive
88/146/EEC.
6. See Katherine Butler, Why the Mafia is into Your Beef. The EU Ban on Growth
Hormonesfor Cows has Created a Lucrative Black Market, INDEPENDENT (London), Mar.
19, 1996, at 13.
On Monday evening 20 February 1995 close to his home in Wechelderzande (Belgium) Karel van Noppen, a Belgian veterinarian and inspector, was shot after exposing cattle breeders who illegally used hormones, their suppliers and civil servants who turned a blind eye to these practices. Id. He had received several threats
to discourage him from going after the "hormones-mafia." Id. One of the inspectors
accused by Van Noppen of corruption committed suicide in March 1996. In 2002
four people were found guilty by a jury, two of them cattle breeders. Katherine
Butler, FourMen Found Guilty of Contract Hit on Vet, INDEPENDENT (London), June 5,
2002, at 11. The instigator of the assassination received a life sentence, the others
25 years each. Belgian Hormone Killers Jailed, BBC News, June 5, 2002,
http://news.bbc.co.uk/2/low/europe/2027719.stm (last visited April 5, 2007).
7. Commission Green Paper, COM(97) 176. The general principles of food law
in the European Union. For the text see: http://www.foodlaw.rdg.ac.uk/eu/green97.doc. (last visited April 10. 2007)[hereinafter Green Paper].
8. Commission of the European Communities, White Paper on Food Safety,
COM(1999) 719 (Dec. 1, 2000) [hereinafter White Paper]
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tion.9 Existing legislation was revamped, put in a new context or
replaced."
Most EU legislation that was already in place focused on facilitating the free movement of goods, including animals, on the internal market of the European Union." Under the influence of the
crises, the policy goal of protecting human and animal health acquired equal rank to free trade.'2 This contribution focuses on legal
measures of an administrative nature that have been taken in this
context. A veritable paper trail has been connected to the rearing of
animals and the production of food from animal origin.'" Businesses have to be registered and animals must have identification
marks and a passport to show their identity. Systems are in place to
trace where animals are located, as well as where they have come
from and where they or their products went." In other words, a
considerable bureaucracy surrounds production animals.
Considering the impact of the BSE crisis, it need not surprise
that legislation on cattle and beef has been developed even further
than legislation on other animals.
D. Application in everyday life
In order to ensure the health of animals and the safety of animal-products traceability requirements go far beyond inspecting
these animals and products.'" The following example may illustrate
the extent of traceability requirements. In October 2004, a routine
inspection of milk at a farm near Lelystad in the Netherlands
showed high levels of dioxin.'" An analysis performed by the

9. See generally White Paper, supra note 8; Green Paper, supra note 7.
10. See generally White Paper, supra note 8.
11. See Green Paper, supra note 7, at 8.
12. See generally Green Paper, supra note 7.
13. See
Europa, Trade
and Import
of Live
Animals-Introduction,
http://ec.europa.eu/food/animal/liveanimals/indexen.htm (last visited April 11,
2007).
14. Id.
15. See Guidance on the Implementation of Articles 11, 12, 16, 17, 18, 19 and 20
of Regulation (EC) No. 178/2002 on General Food Law, Conclusions of the Standing Committee on the Food Chain and Animal Health at 8 (Dec. 20, 2004),
http://ec.europa.eu/food/food/foodlaw/guidance/guidance-rev_7_en.pdf
(last
visited April 11, 2007).
16. Food Safety Authority of Ireland (FSAI), Dioxin in potato by-product used in
animal food Alert Notification: 2004. 15 (RASFF 2004/555), Nov. 5, 2004,
http://www.fsai.ie/alerts/archive/fa20041105.asp (last visited April 11, 2007).
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RIKILT Institute for Food Safety"' at the request of the Dutch Food
and Consumer Products Safety Authority'8 demonstrated that the
statutory maximum was exceeded six times.
Initially, it was suspected that the high levels of dioxin were caused by a malfunction in
a combustion furnace. However, further investigation led to the
conclusion that the contamination of milk was brought about by
dioxin in potato peels that had been processed to animal feed. The
potato peels turned out to originate from a factory producing
2
French fries and other snacks for the international food market. '
The processed potatoes were not contaminated, but in the sorting
process to separate high quality potatoes from lower quality ones,
separator clay had been used.' The clay in question was obtained
from a marl quarry in Germany with a high level of natural dioxin.
After this puzzle was unraveled, the cause of the problem could be
eliminated and all the contaminated products that had not been
identified until that moment could be tracked down and taken off
the market.23 During this process, all relocation of animals from 162
farms in the Netherlands, eight in Belgium, and three in Germany
which received the animal feed, was blocked by the competent national authorities. 4 After it was established that the incident was not
limited to the Netherlands, the Dutch authorities also notified the
European Commission to coordinate further action within the socalled rapid alert system.'
17. The RIKILT website is available at http://www.rikilt.wur.nl/UK/.
18. The Voedsel en Waren Autoriteit (VWA) is available at http://www.vwa.nl.
19. The risks of dioxin have become vivid in the public imagination after an
attempt was made to assassinate the presidential candidate (now president of
Ukraine) Viktor Yushchenko. After the Victory Parties in Ukraine, N.Y. TIMES, Jan. 28,
2005, at Al. The attempt failed but resulted in a severe disfigurement of his skin
and face.
20. See FSIA, supra note 166.
21. Federal Ministry of Food, Agriculture and Consumer Protection (Germany),
Dioxin-contaminated animal feed from
the Netherlands (Brief report),
http://www.bmelv.de/nn-757140/EN/08AnimalWelfare/DioxinContaminatedAnimalFeed.htmlnnn=true (last visited April
11, 2007).
22. Id. The clay is used to manipulate the specific gravity in water in such a way
that potatoes depending on their quality either float or sink. Id.
23. See Press Release, European Commission, Dioxin contamination: EU traceability and alert notifications systems work well, reference IP/04/1343 Brussels, (5
November 2004) http://europa.eu/rapid/pressReleasesAction.do?reference=IP/
04/1343&format=HTML&aged=1&language=EN&guiLanguage=en
(last visited
April 11, 2007).
24. Id.
25. Id.
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The course of this incident shows the spreading of a source of
contamination through the food industry where it was used as a
processing aid. From there, it moved on as a part of the by-products
used as animal feed for milk-producing cattle. Finally, the dioxin
surfaced in the dairy industry. Thus, several links in the food and
feed chain were involved as well as consumers who had bought contaminated milk. This incident is a striking example of the interdependence within the feed and/or food production chain. Furthermore, such an incident involving industry and competent authorities
in one or more Member State(s) and the European Commission
cannot be redressed by control measures on a national level.
II. EUROPEAN LAW
In order to give insight in the requirements on traceability,
identification and labeling, we will first discuss general characteristics of European law.
A. Institutions
The European Union (EU) is a network of two supra-national
organizations- the European Community (EC or the Community)
and the European Atomic Energy Community (Euratom) 2 7-and several intergovernmental policies. 8 Sovereignty lies in principle with
the Member States.' The twenty-seven Member States cooperate in
these policies and have only transferred some more or less welldefined parts of their sovereignty to the supra-national organizations.' For the average EU citizen, politics is centered at Member
State level." The EU is perceived as a bureaucracy at a distance.

26. The former European Economic Community (EEC) established by the
Treaty of Rome (1957).
27. Treaty Establishing The European Atomic Energy Community (1957).
28. BERND VAN DER MEULEN AND MENNO VAN DER VELDE, FOOD SAFETY LAW IN THE
EUROPEAN UNION: AN INTRODUCTION

Academic

Publishers,

61-63 (2004, 2nd reprint 2006), Wageningen

Wageningen,

the

Netherlands

demic.com/foodlaw/, [hereinafter VAN DER MEULEN].
29. P.S.R.F MATHJSEN, A GUIDE TO EUROPEAN UNION

LAW

(www.wageningenaca-

68-69 (8th ed. 2004).

30. See generally Cas 26/62, Van Gend en Loos v. Nederlandse Administratie der
Belastingen, 1966 E.C.R. 1, availableat http://eur-lex.europa.eu; see also MATHIJSEN,
supra note 2929, at 8-9.
31. VAN DER MEULEN, supra note 28, at 62.
32. Id. at 62-64; see also XIYUN YANG, THE WATSON INST. FOR INT'L STUDIES,
BROWN

UNIV.,

EU

BUREAUCRACY

STALLS

ACTION

ON

SANCTIONS

(2007),
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In 1967 the institutions governing these organizations and coordinating these policies were merged." Since then, the European
Parliament represents the people in these different fields.' The
European Commission (hereinafter "the Commission") consisting of
independent members, one from each Member State is responsible
for day-to-day administration.' Within the Commission, food law is
the responsibility of the Commissioner of Health and Consumer
His directorate-general (the administrative organizaProtection.'
tion) is known by its French acronym: D-G Sanco."7
Probably the most powerful institution is the Council of Ministers8 (hereinafter "the Council"). Unlike the Commission, the
Council is not a permanent body with permanent members. 9 It is a
conference of ministers from the governments of the Member
States.' The composition of the Council depends on the matter at
hand." Matters relating to animal health and food safety are usually
discussed by the ministers of public health or the ministers of agriculture."
As agriculture and food law are completely within the ambit of
the EC which is part of the EU, some publications refer to agriculture and food law as part of EC law and in others as part of EU law.
In this publication the latter way is chosen; however, it should be
borne in mind that-because it is EC law-food law is EU-law of a
supra-national (Member State-binding and overriding) nature."

http://www.watsoninstitute.org/news-detail.cfm?id=575

(last visited April.

10,

2007).
33. Treaty Establishing a Single Council and a Single Commission of the European Communities, Fr.-It., Apr. 8, 1965, O.J. 1967 (152).
34. Treaty Establishing the European Community, Nov. 10, 1997, 2002 O.J. (C
325) Arts 189-201 [hereinafter EC Treaty].
35. EC Treaty arts. 211-219.
36. EUROPA,
DG Health & Consumer Protection, Commissioner,
http://ec.europa.eu/commission-barroso/kyprianou/indexen.htm (last visited
April 8, 2007).
37. EUROPA, DG Health & Consumer Protection, http://ec.europa.eu/dgs/
health_consumer/index.en.htm (last visited April 8, 2007).
38. VAN DER MEULEN, supra note 28, at 95.
39. EC Treaty, arts. 202-203.

40.

MATHIJSEN,

supra note 29, at 74.

41. VAN DER MEULEN, supra note 28, at 95.
42. Id.
43. EC Treaty, title II.
44. See generally VAN DER MEULEN, supra note 28, at 61-93.
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B. Legislation
EC legislation comes in two major forms: regulations and directives. 5 Regulations are comparable to the legislation known in virtually all countries on the globe that addresses the citizens directly
conferring rights and obligations to them."6 Directives address the
legislatures in the Member States. 7 These legislatures have to harmonize national legislation as prescribed in the directives. 8 Regulations are immediately applicable in all the Member States and therefore result in uniform law within the EU. 9 Directives result in harmonized national legislation." Where reference is made to directives, it should be borne in mind that for stakeholders the legal requirements do not follow immediately from these directives, but
from national legislation in the Member States harmonized through
implementation of these directives."
EU law has been strongly influenced by the civil law tradition.
Generally speaking, civil law approaches are more cautious than
common law approaches. For almost a millennium, common law
has developed in reaction to problems that took place and were
dealt with in terms of liability.' In civil law on the other hand, legislatures make it their business to foresee and prevent societal problems. " In other words, civil law lays down the rules before the game
is started, while common law invents the rules while the game is in
progress."
The distinction between the two legal families is no longer very
sharp; nevertheless it has left its traces in a more or less cautious
approach to societal issues and also in legal analysis. 7 Where case

45. Id. at 82-86.
46. MATHIJSEN, supra note 29, at 26-27.
47. Id. at 27.
48. Id. at 27-28.
49. Id. at 26-27.
50. Id. at 27-28.
51. MATHIJSEN, supra note 29, at 27-28.
52. WALTER CAIRNS, INTRODUCTION TO EUROPEAN UNION LAW 11 (2nd ed. 2002).
53. John C. Coffee, Jr., The Rise of Dispersed Ownership: The Roles of Law &
the State in the Separation of Ownership and Control, 111 YALE L.J. 1, 62-63
(2001).
54. Id.
55. Id.
56. Id.
57. CAIRNS, supra note 522.

JOURNAL OF FOOD LAW & POLICY

[VOL. 2:317

law is the core to common law analysis, civil law analysis focuses on
structure and uses case law mainly to fill in the gaps.'
C. Competent authority
The sovereignty of the Member States is recognized among others in the so-called principle of institutional autonomy. EU law has
little to say about the organization of the public sector in the Member States. Usually, obligations in regulations or directives are conferred to the national "competent authority".' It is for the national
legislature to decide which state organ will be the competent authority in any given matter and to endow it with the powers necessary to
fulfill its obligations under EU law. In most Member States food law
is in the domain of either the minister of agriculture or the minister
of public health.6 1 Most Member States also have a more or less independent food safety authority."
D. Aim of the EU
What is today the EU, started as a customs union of six Member
States. 3 The EU gradually expanded its scope to include and surpass the most important areas of economic policy.' For the subject
of this contribution, health and safety (control) measures seems to
be the most important part of EU Policy. The removal of border
controls and other controls, such as quarantine, has necessitated the
introduction of additional measures such as improved animal identification and traceability.'

58. Coffee, supra note 533.
59. CHRISTOPH DEMMKE &

DANIELLE BOSSAERT,

EIPASCOPE,

EUROPEANISATION

THROUGH INFORMAL COOPERATION: THE CASE OF EPAN 53.

60. See generally EC Treaty, supra note 26.
61.

VAN DER MEULEN, supra note 28, at 95.

62. See White Paper supra note 8, at 4. This contribution is mainly limited to the
common (EU) level. Readers interested in the situation in different Member States
of the EU (or even in third countries) may find useful information in the inspection
reports of the Food van Veterinary Office as these reports usually start with an
overview of the regulatory background of their inspection, available at
http://ec.europa.eu/food/fvo/indexen.htm.
63. CAIRNS, supra note 52, at 5.
64. Id. at 5-7.
65. See: J. McGrann, H. Wiseman, Animal traceability across national frontiers
in the European Union, Rev. Sci. Tech. Off. Epiz., 2001, 20 (2) p. 406.
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III. GENERAL PRINCIPLES OF EUROPEAN UNION FOOD LAW

The White Paper on Food Safety' sparked a stream of legislative initiatives, the first of which resulted in Regulation 178/2002,
the so-called General Food Law (GFL). 7 GFL sets out principles on
which food legislation is to be based, both on EU level and in the
Member States.'
One of these principles is that food and food producing animals be traceable." To this effect Article 18 of the GFL states:
Traceability
1. The traceability offood, fred,food-producing anima4, and any other
substance intended to be, or expected to be, incorporated into a food or
feed shall be established at all stages of production, processingand distribution.
2. Food and feed business operatorsshall be able to identify any person
from whom they have been supplied with a food, a feed, a food-producing
animal, or any substance intended to be, or expected to be, incorporated
into a food orfeed.
To this end, such operators shall have in place systems and procedures
which allow for this information to be made available to the competent
authoritieson demand.
3. Food and feed business operatorsshall have in place systems and procedures to identify the other businesses to which theirproducts have been
supplied. This information shall be made available to the competent authorities on demand.
4. Food orfeed which is placed on the market or is likely to be placed on
the market in the Community shall be adequately labeled or identified to
facilitate its traceability, through relevant documentation or information
in accordancewith the relevant requirements of more specific provisions.
5. Provisionsfor the purpose of applying the requirements of this Article
in respect of specific sectors may be adopted in accordance with the procedure laid down in Article 58(2).

The concept of traceability is defined as "... the ability to trace

and follow a food, feed, food-producing animal or substance in66. See generally White Paper,supra note 8.
67. See Council Regulation 178/2002, 2002 OJ. (L 31) 1 (EC).
68. See generally Regulation 178/2002; see van der Meulen, supra note 28, at 47
n.16. On EU food law see: Bernd van der Meulen and Menno van der Velde, Food
Safety Law in the European Union (footnote 28); Debra Holland and Helen Pope,
EU Food Law and Policy, Aspen Publishers 2004, and Raymond O'Rourke, European Food Law 3rd edition Thomson/Sweet & Maxwell 2005. The leading journal
on EU food law is the European Food & Feed Law Review (EFFL), see: www.effl.eu.
69. See Regulation 178/2002.
70. Regulation 178/2002, art. 18.
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tended to be, or expected to be incorporated into a food or feed,
through all stages of production, processing and distribution."7' The

aim of traceability is to be able to quickly identify the source of a
food safety problem and to conduct well aimed recalls to take affected products from the market.n If no other, more specific requirements apply based on this provision, businesses must be able to
trace their inputs and outputs one step up and one step down.5 On
the majority of farm animals more specific requirements do apply.74
An identification system must be regarded a prerequisite for effective traceability.75 When discussing traceability of animals and animal
products it is important to note that although of primary importance, identification is only one of the issues at stake.
IV. IDENTIFICATION OF ANIMALS

Legislation on living animals goes well beyond the general requirements of food law, including veterinary aspect into their
framework.7 ' That is to say that infectious diseases are not only being controlled for food safety reasons in a strict sense, but also for
economic reasons including preventing residues of veterinary products to enter the food chain, the protection of healthy animals and
the protection of the reputation of the EU and its Member States of
safe agricultural products of high quality.77 Identification further
plays a role in the common agricultural policy-in particular, for the
supervision of premiums. 8
The basic requirements in European legislation to provide for
an adequate system of identification are laid down in two Directives.
71. Regulation 178/2002, art. 3(15).
72. Regulation 178/2002, whereas 28.
73. Regulation 178/2002, whereas 29; see Margaret Rosso Grossman, Traceability and Labeling of Genetically Modified Crops, Food and Feed in the European
Union, Journal of Food Law & Policy, Vol. 1, 2005, 1, 43-85, for more specific requirements for food derived GMOs.

74. See S. Ammendrup & A. E.Fuissell, Legislative Requirementsfor the Identification
and Traceability of Farm Animals within the European Union, Rev. Sci. Tech. Off. Int.
Epiz. 437 (2001).
75.

Regulation 178/2002, art. 18.

76. See EUROPA, Identification-Introduction, available at http://ec.europa.eu/
food/animal/identification/index en.htm, for information on animal identification and related subjects in the EU.
77. Id.
78. See generally EUROPA, Agriculture & Rural Development, The Common Agricultural
Policy-A
policy
evolving
with
the
times,
available
at
http://ec.europa.eu/agriculture/publi/capleaflet/cap-en.htm.
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Article 3(1)(c) of Directive 90/425/EEC of June 26, 1990 states that
animals for intra-Community trade must be identified in accordance
with the requirements of Community rules and be registered in such
a way that the original or transit holding, center or organization can
be traced. " These identification and registration systems are to be
extended (before 1 January 1993) to the movements of animals
within the territory of each Member State.' In addition, Article 14
of Directive 91/496/EEC of 15 July 1991,81 states that the identification and registration as provided for in Article 3 (1) (c) of Directive
90/425/EEC of imported animals must be carried out before areaspecific checks have been made, except in the case of animals for
slaughter and registered equidae.'
The Member States must collect all information in a database.
The database is discussed below in the section on bovine animals.
Originally the implementing rules concerning the identification and
registration of animals in aforementioned Directives were laid down
in Council Directive 92/102/EEC of 27 November 1992 on the
identification and registration of animals." Following several crises,
specific requirements were drafted for bovine, ovine, and caprine
animals. However, the original Directive from 1992 is still in force
for porcine animals. The relevant provisions will be set out below.
A. Porcine animals
On the basis of Directive 92/102/EEC Member States must
have in place systems for the identification and registration of
groups of pigs, including ear tags, registers per holding and a computerized database at national level.'

79.

Council Directive 90/425, art. 3(l)(c), 1990 O.J. (1224) 29, (EEC).

80. Council Directive 90/425, art. 3(1)(c); see also Council Directive 2002/33,
2002 O.J. (L315) (EC) (amending directive 90/425).
81. Council Directive 91/496, art. 14, 1991 O.J. (L268) 56, (EEC); see also Council Directive 96/43, 1996 (L162) (EC) (amending Directive 91/496).

82. Council Directive of 15 July 1991 laying down the principles governing the
organization of veterinary checks on animals entering the Community from third
countries and amending Directives 89/662/EEC, 90/425/EEC and 90/675/EEC
(91/496/EEC), OJ L 268, 24.9.1991, most recently amended by Council Directive
96/43/EC of 26June 1996 L 162, 1.7.1996.

83.

Council Directive 92/102/EEC 1992 OJ. (L337) 32.

84.

Directive 92/102/EEC at 32-36, OJ. L (355), amended by Council Regula-

tion (EC) No 21/2004 of 17 December 2003 L 5, 9.1.2004; see also Commission
Decision 2000/678/EC 2000, OJ. (L 281), 16-17.
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1. Identification
Following Art. 5 of Directive 92/102/EEC porcine animals
(pigs) have to be identified with an ear tag or tattoo.' The identification marks must be applied before animals leave the holding of
birth.' Marks may not be removed or replaced without the permission of the competent authority. 7 Where a mark has become illegible or has been lost, a new mark shall be applied.' The keeper has
to record any new mark in the holding register (see below). The
mark has to be applied as soon as possible, and in any case before
the animals leave the holding."
The competent authority of the Member State of destination
may decide not to keep the identification mark allocated to the animal in the holding of origin." Where the mark has been replaced, a
link shall be established between the identification allocated by the
competent authority of the Member State of dispatch and the new
identification allocated by the competent authority of the Member
State of destination; that link shall be recorded in the holding register.9' This option may not be invoked in the case of animals intended for slaughter which are imported without bearing a new
mark.'
Any animal imported from a third country which has passed the
checks at the border inspection post and remains within Community
territory shall, within thirty days of undergoing the aforesaid checks,
and, in any event, before their movement, be identified by a mark
unless the holding of destination is a slaughterhouse situated on the
territory of the competent authority responsible for veterinary
checks and the animal is actually slaughtered within that thirty-day
period.93 A link shall be established between the identification established by the third country and the identification allocated to it by
85. Id.
86. Id.
87. Id.
88. Id.
89. Directive 92/102/EEC, art. 6, at 32-36. Member States may, pending the
decision provided for in Article 10 of this Directive and by derogation from the
second subparagraph of Article 3(1)(c) of Directive 90/425/EEC, apply their national systems for all movements of animals in their territories. Art. 10 provides for
a review of the Directive's requirements with a view to defining a harmonized
community identification and registration system. Id.
90. Id.
91. Id.
92. Id
93. Directive 92/102/EEC, art. 8, at 32-36.
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the Member State of destination. That link shall be recorded in the
register provided for in the holding register.
2. Registration
On the basis of Art. 3 of Directive 92/102/EEC, Member States
have to ensure the competent authority has an up-to-date list of all
the holdings situated on its territory which keep porcine animals."
The species of animals kept and their keepers are mentioned in the
register." This list shall also include the mark or marks that identify
the holding. The holding must remain on the list until three consecutive years have elapsed with no animals on the holding. The
Commission, the competent authority and any authority responsible
for supervising aid schemes can have access to all information obtained.'
3.

Holding register

Additionally, every keeper 7 of porcine animals listed in Directive 64/432/EEC and contained in the list provided for in Article
3(1)(a) keeps a register stating the number of animals present on the
holding. 8 This register shall include an up-to-date record of movements (numbers of animals concerned by each entering and leaving
operation) at least on the basis of aggregate movements, stating as
appropriate their origin or destination, and the date of such movements. The identification mark shall be stated in all cases.
4. Access to information
If animals are moved to or from a market or collection center,
the keeper must provide the operator who is keeper of the animals
on a temporary basis with a document containing the details of the
94. Id.
95. Id.
96. Directive 92/102/EEC, art. 8 at 32-36. Member States may be authorized
under the procedure laid down in Article 18 of Directive 90/425/EEC to exclude
from the list in paragraph l(a) natural persons who keep one single pig which is
intended for their own use or consumption, or to take account of particular circumstances, provided that this animal is subjected to the controls laid down in this
Directive before any movement. Directive 92/102/EEC, art. 3 at 32-36.
97. Directive 92/102/EEC, art.2 at 32-36, par. (c): keeper shall mean any natural
or legal person responsible, even on a temporary basis, for animals.
98. Directive 92/102/EEC, art. 4 at 32-36.
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animals in question.' The keeper must supply upon request to the
competent authorities all information concerning the origin, identification and, where appropriate, the destination of animals which he
has owned, kept, transported, marketed or slaughtered."
B. Bovine animals
Before the Bovine spongiform encephalopathy (BSE) crisis, the
rules concerning the identification and the registration of bovine
animals (cattle and buffaloes) were laid down in Council Directive
92/102/EEC of November 27, 1992 on the identification and registration of animals."° In the mid 1990s, the BSE crisis destabilized
the market for beef and beef products. The implementation of this
Directive for bovine animals had not been entirely satisfactory and
needed further improvement. In order to re-establish market stability, the European legislature held that the transparency of the conditions for the production and marketing of the products concerned,
particularly in regards to traceability, had to be improved. This led
to the establishment of, on the one hand, a more efficient system for
the identification and registration of bovine animals at the production stage and, on the other hand, a specific Community labeling
0
system in the beef sector."
The new system was laid down in Council Regulation (EC) No 820/97 of April, 21 1997 establishing a system for the identification and registration of bovine animals and
regarding the labeling of beef and beef products. 3 Apart from
identification requirements, the Regulation introduced a labeling
system that was optional for operators and organizations marketing
beef until 1 January 2000 in the sense that operators and organizations wishing to label their beef should do so in accordance with the
Regulation. A compulsory beef-labeling system for all the Member
States had to be introduced after 1 January 2000.
The improvements in the regulatory system brought about by
this Regulation, exerted a positive influence on consumption of
beef. "In order to maintain and strengthen the confidence of consumers in beef and to avoid misleading them, it was necessary to
further develop the framework in which the information was made
available to consumers by sufficient and clear labeling of the prod99. Directive 64/432/EEC, art. 3(3)(b).
100. Directive 64/432/EEC, art. 3(3)(a).
101. Directive 92/102/EEC at 32-36.
102. Id.
103. Council Regulation 820/97, 1997 O.J. (117)
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uct."' ° This led to a compulsory labeling system that is laid down in
Regulation (EC) no. 1760/2000 of the European Parliament and of
the Council of July 17, 200005 (Regulation 1760/2000) that replaces
the former Regulation entirely. Since 2000, both the identification
and labeling requirements are therefore set out in Regulation
1760/2000. Although the system has been set out in a regulation, to
a large extent, it addresses the national legislatures in the Member
States.'" Member States must set up a cattle identification and registration system. 7 The system for the identification and registration
of bovine animals must be comprised of ear tags to identify animals
individually, computerized databases, animal passports, and individual registers on each holding.' 8
The basic objectives of the requirements set out in Regulation
1760/2000 are:
1) the localization and tracing of animals for veterinary purposes, which
is of crucial importance for the control of infectious diseases;
2) the traceability of beef for public health reasons, and
3) the management and supervision of livestock premiums as part of the
reform of management of de the common agricultural policy. 1' 9

1. Identification
The identification requirements are set out in Art. 4 of Regulation 1760/2000. All animals on a holding"' born after December

104.

o.J. (L204) Nov. 8, 2001.

105. Council Regulation 1760/2000, 2000 O.J. (204) at 1-10.
106. As indicated above (in Section II B), theory of EU law has it that regulations
apply immediately (to the subjects of law in the Member States) while directives
address national legislatures with a view to harmonization of national legislation. See
also on Law making in the EC Margaret Rosso Grossman, Traceability and Labeling
of Genetically Modified Crops, Food and Feed in the European Union, Journal of
Food Law & Policy, Vol. 1, 2005, 1, 43-85
107. Council Regulation 1760/2000, art. 1(1), 2000 O.J. (204) at 1-10.
108. Specific requirements on ear tags, passports and holding registers are laid
down in Commission Regulation (EC) No 911/2004 implementing Regulation
1760/2000 of the European Parliament and of the Council as regards ear tags,
passports ad holding registers, Commission Regulation 887/2004, 2004 O.J. (163),
art. 3 at 65.
109. See Report from the European Commission to the Council and the European
Parliament on the Possibility of Introduction of Electronic Identification for Bovine
Animals, at 5, COM(2005) 9 final, Jan. 25, 2005.
110. 'Holding' means any establishment, construction or, in the case of an openair farm, any place situated within the territory of the same Member State, in which
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31, 1997, or intended for intra-Community trade after January 1,
1998, must be identified by an ear tag approved by the competent
authority, applied to each ear."' Both ear tags must bear the same
unique identification code. The identification code enables the
identification of each animal individually to the holding on which it
was born."' The ear tags must be allocated to the holding, distributed, and applied to the animals in a manner determined by the
competent authority."' The ear tag must also be applied within a
period to be determined by the Member State as from the birth of
the animal and in any case before the animal leaves the holding on
which it was born."4 The period may not be longer than twenty
days."5 Animals that are born after December 31, 1997, may not be
moved from a holding unless they are identified, and have to retain
their original ear tag which may only be removed or replaced with
the permission of the competent authority."'
Identification requirements are applicable to animals imported from a third country
that remain within the Community territory."7 After they have
passed the checks at a border inspection point laid down in Directive 91/496/EEC, the animals must be identified on the holding of
destination by an ear tag, within a period to be determined by the
Member State, but not exceeding twenty days following the checks."'
In any event they have to be identified before leaving the holding.
Regulation 1760/2000 holds a specific provision for the situation in
which the holding of destination is a slaughterhouse situated in the
Member State where the checks are carried out and the animal is
slaughtered within twenty days of undergoing the checks. In that
case, no identification is required."9
The original identification established by the third country must
be recorded in the computerized database that is referred to hereinafter, together with the identification code allocated to it by the
animals covered by this Regulation are held, kept or handled. Regulation

1760/2000, art. 2 at 3' indent.
111. Regulation 1760/2000, art. 4 at 1.
112. Id.
113. Id.
114. Id.
115. At the request of a Member State and in accordance with the procedure
referred to in Article 23(2), the Commission may determine the circumstances in
which Member States may extend the maximum period. Regulation 1760/2000, art.
6 at5.
116. Regulation 1760/2000, art. 4.
117. Id.
118. Id.
119. Id.
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Member State of destination. Identification requirements are less
strict for bovine animals intended for cultural and sporting events
(with the exception of fairs and exhibitions). These animals may,
instead of by an ear tag, be identified by an identification system
offering equivalent guarantees and authorized by the Commission.
2. Computerized database
The competent authorities of the Member States are under the
obligation to have a computerized database in place (from December 31, 1999) in accordance with Articles 14 and 18 of Directive
64/432/EC 2 1 Pursuant to the latter Directive the computer database must contain at least the following information:
(1) For each animal: identification code, date of birth, sex, breed or
color of coat, identification code of the mother or, in the case of an
animal imported from a third country, the identification number given
following inspection under Directive 92/102/EEC and corresponding to
the identification number of origin, identification number of the holding where born, identification numbers of all holdings where the animal
has been kept and the dates of each change of holding, date of death or
slaughter.
(2) For each holding: an identification number consisting of not more
than 1212figures (apart from the country code), name and address of the
holder. 1

Additionally, the database must also be able to supply at any
time: the identification number of all animals of the bovine species
present on a holding, or in the case of groups of animals of the porcine species, the registration number of the holding of origin or
herd of origin and the number of the health certificate where applicable; a list of all changes of holding for each animal of the bovine
species starting from the holding of birth, or the holding of importation in the case of animals imported from third countries; and for
groups of pigs the registration number of the last holding or last
herd and for imported animals from third countries the holding of
importation." The information must be kept in the database until
three consecutive years have elapsed since the death of the bovine

120. Regulation 1760/2000, art. 5 at 5; Council Directive of June 26, 1964 on
animal health problems affecting intra-Community trade in bovine animals and
swine (64/432/EEC), OJ L 121, 29.7.1964, last amendment by Council Regulation
(EC) No 21/2004 of December 17, 2003, L 5, 9.1.2004.
121. Id.
122. Id
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animal or until three consecutive years have elapsed since the record
was made in the case of records for pigs."'
3.

Passport

From January 1, 1998, the competent authority has to issue a
passport for each animal which has to be identified on the basis of
the Regulations' requirements. 4 Whenever an animal is moved, the
animal should be accompanied by its passport.2 5 The passport has
to be issued within "fourteen days of the notification of its birth, or,
in the case of animals imported from third countries, within fourteen days of the notification of its re-identification by the Member
State concerned."2 6 "The competent authority may issue a passport
for animals from another Member State under the same conditions."" In such cases, the passport accompanying the animal on its
arrival shall be surrendered to the competent authority, which shall
return it to the issuing Member State.'
Art. 6 of Regulation 1760/2000 stresses the importance of a
computer database. In case of a fully operational computerized database, Member States "may determine that a passport is to be issued only for animals intended for intra-Community trade and that
those animals shall be accompanied by their passports only when
they are moved from the territory of the Member State concerned
to the territory of another Member State, in which case the passport
shall contain information based on the computerized database.""
"In these Member States, the passport accompanying an animal imported from another Member State shall be surrendered to the
competent authority on its arrival."' 0
"In the case of the death of an animal, the passport shall be returned by the keeper"2 ' to the competent authority within seven days

123. Id,
124. Regulation 1760/2000, art. 6 at 5.
125. Id.
126. Id.
127. Id.
128. Regulation 1760/2000, art. 6 at 5. At the request of a Member State and in
accordance with the procedure referred to in Article 23(2), the Commission may
determine the circumstances under which the maximum period may be extended.
129. Regulation 1760/2000, art. 6 at 5.
130. Id,
131. 'Keeper' means any natural or legal person responsible for animals, whether
on a permanent or on a temporary basis, including during transportation or at a
market. Regulation 1760/2000, art. 7 at 5.

2006]

TRACEABILITY, IDENTIFICATION AND LABELING IN EU LAW

337

after the death of the animal."' "If the animal is sent to the slaughterhouse, the operator of the slaughterhouse shall be responsible for
returning the passport to the competent authority."'
"In the case
of animals exported to third countries, the passport shall be surrendered by the last keeper to the competent authority at the place
where the animal is exported."' "Where applicable and having regard to Article 6, each animal keeper shall complete the passport
immediately on arrival and prior to departure of each animal from
the holding and ensure that the passport accompanies the animal."35
4. Holding register
Any keeper (with the exception of transporters) is under the obligation to keep an up-to-date holding register, and "report to the
competent authority all movements to and from the holding and all
births and deaths of animals on the holding, along with the dates of
these events, within a period fixed by the Member State of between
three and seven days of the event occurring. " "
Information concerning the origin, identification and destination of animals, which he has owned, kept, transported, marketed or
slaughtered, the keeper must provide to the competent authority on
request."" The register shall be in a format approved by the competent authority, kept in manual or computerized form, and be available at all times to the competent authority, upon request, for a
minimum period to be determined by the competent authority but
which may not be less than three years."
5. Electronic identification
In Art. 4 of Regulation 1760/2000 the European Commission
was required to examine the feasibility of using electronic means of
identification of bovine animals. For this purpose a project called
IDEA (Identification Electronic des Animaux) was launched in

132.
133.
134.
135.
136.
137.
138.

Regulation 1760/2000, art. 7 at 5.
Id.
Id.
Id.
Id.
Id.
Regulation 1760/2000, art. 7at 5.
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1998." 9 The project focuses on the reliability and advantages offered by an electronic identification system for the purposes of disease monitoring, subsidy eligibility, and breeding management."
Annual reports on identification and registration, as well as inspection by commission services, have shown three main shortcomings
in the current system. First of all, a main concern is incorrect identification and loss of ear tags. The latter problem might be addressed by electronic identification by bolus or electronic transponder."' Furthermore, holding registers that are not kept up to
4
The use of
date turned out to be a fundamental problem area."'
electronic identification is a possible improvement in this respect
because of the possibilities of automatic reading and the possibility
of automatic entry into the holding register, which reduces administrative work.' 3 Finally, the most frequently detected deficiencies in
the existing system is the delay in, absence of, or incorrect reporting
Electronic identification can
of events to the central database.'
facilitate the reporting of data and will generate a higher level of
accuracy compared to traditional administration.4 ' Based upon the
IDEA-project the Commission concluded in its report that it is desirable to move overtime to electronic identification of bovine animals." The preferred implementation would be to introduce electronic identification as an optional system at first. 7 After evaluation
a compulsory system could be introduced."
C. Ovine and caprine animals
The rules concerning the identification and the registration of
ovine and caprine animals (sheep and goats) were originally laid

139. See Report from the European Commission to the Council and the European
Parliament on the Possibility of Introduction of Electronic Identification for Bovine
Animals, at 4, COM(2005) 9 final (January 25, 2005).
140. Id.
141. Id.
142. Id
143. Id
144. See Report from the European Commission to the Council and the European
Parliament on the Possibility of Introduction of Electronic Identification for Bovine
Animals, at 4, COM(2005) 9 final (January 25, 2005).
145. Id.
146. Id. at 15.
147. Id.
148. Id.
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down in the aforementioned general Directive 92/102/EEC. 45 In
respect of ovine and caprine animals, experience, and in particular
the foot-and-mouth disease crisis, had shown that the implementation of Directive 92/102/EEC has not been satisfactory and therefore needed improvement.'" In 1998 the Commission launched a
large-scale project on the electronic identification of animals (IDEA),
as discussed above. 5 ' The final report was completed on April 30,
2002.152 The project demonstrated that a substantial improvement
in ovine and caprine animal identification systems could be achieved
by using electronic identifiers for those animals, provided that certain conditions concerning the accompanying measures were fulfilled.'
The technology for the electronic identification of ovine
and caprine animals had developed to the stage where it could be
applied."
Given the aforementioned developments, ovine and caprine
animals were excluded from the scope of Directive 92/102/EEC in
2004, as had been done in an earlier stage for bovine animals. 5
Based upon Art. 3 (1) of Regulation 21/2004 the system for the
identification and registration of animals comprises the means of
identification to identify each animal, up-to-date registers kept on
each holding, movement documents and a central register or a
computer database.
1. Identification
Animals on a holding born after 9 July 2005, must be identified
within a period to be determined by the Member State as from the
birth of the animal and in any case before the animal leaves the
149. Council Regulation (EC) No. 21/2004, Establishing a System for the Identification and Registration of Ovine and Caprine Animals, 2004 O.J. (L5) 8.

150.
151.
152.
153.
154.

Id.
Id.
Id.
Id.
See for this backgrounds of the current legislation the recitals of Council

Regulation 21/2004.

155. Council Regulation 21/2004, supra note 149, at 8. In order to formally exclude bovine animals from the scope of this Council Regulation 21/2004 explicitly
removed all references to bovine animals in Directive 92/102/EEC. Although the
European legislature had already intended the exclusion of bovine animals from
this Directive by the establishment of the provisions in Council Regulation
1760/2000, the relationship was not sufficiently made clear in the latter Regulation,
and was therefore clarified in Council Regulation 21/2004.
156. Id. at 10.
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holding on which it was born.17 That period cannot be longer than
six months.

158

On the basis of Regulation 21/2004 animals are to be identified
by two means of identification. 9 First, all animals must be identified by an ear tag that complies with paragraph A. 1 to A.3 of the
Annex to Regulation 21/2004, which specifies the requirements
with regard to identification codes, approval of ear tags by the competent authority, and the material used for ear tags." Second, identification may consist of an ear tag, a tattoo (except for animals involved in intra-Community trade), a mark on the pastern (solely in
the case of caprine animals), or an electronic transponder.'' The
transponders are set out in
specific requirements for electronic
12
paragraph A.6 of the Annex.

Until January 1, 2008, a transitional regime applies as far as the
second means of identification is concerned, except in the case of
animals involved in intra-Community trade.'63 During the transitional period, the system requires the identification of animals both
by holding and individually, provides for a replacement procedure
where a means of identification has become illegible or has been
lost, under the control of the competent authority and without compromising traceability between holdings, the objective being to control epizootic diseases, and allow the animals' movements to be
traced within the national territory, with the same obective'" The
system must be approved by the European Commission."' Until 1
January 2008, Member States that have introduced electronic identification on a voluntary basis shall ensure that the individual electronic identification number and the characteristics of the means
used are mentioned in the relevant certificate accompanying animals involved in intra-Community trade."

157. Id.
158. Regulation 21/2004, art. 4. By way of derogation Member States may extend
the period, which may not, however, exceed nine months, for animals kept in extensive or free-range farming conditions. Member States concerned shall inform the
Commission of the derogation granted. If necessary, implementing rules may be
laid down in accordance with the procedure referred to in Article 13(2).
159. Id. at art. 4(2).
160. Council Regulation 21/2004, supra note 149, at 10.
161. Id. See art. 4, par. 2(b) and A.4 of the Annex.
162. Id.
163. Id. at 10, 12.
164. Id. at 15.
165. Council Regulation 21/2004, supra note 149, at 10.
166. Id. at 11.
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An alternative means of identification may be allowed by the
competent authority for animals intended for slaughter before the
age of twelve months intended neither for intra-Community trade
nor for export to third countries.' 7 In that situation, the method
described in Section A.7 of the Annex may be authorized and the
animals are identified by an ear tag applied to one ear approved by
the competent authority." The ear tag must be of non-degradable
material, tamper-proof, easy to read and designed to remain attached to the animal without being harmful to it.'69 The ear tag may
not be re-usable and must bear only non-removable inscriptions. 7 '
The ear tag must contain at least the two-letter country code and the
identification code of the holding of birth.' 71 Member States using
this method must inform the Commission and the other Member
States. 72 If animals identified in accordance with this point are kept
beyond the age of twelve months or are intended for intraCommunity trade or export to third countries,
they must be identi7
rules.'"
general
the
with
accordance
in
fied
Animals imported from a third country after 9 July 2005 remaining within the territory of the Community shall be identified by
the regular two means of identification: first, at the holding of destination where livestock farming is carried out within a period, to be
determined by the Member State, of no more than fourteen days
from undergoing checks at the border inspection post; and second,
in any event, before leaving the holding.
The original identification established by the third country must be recorded in the holding register together with the identification code allocated to it by
the Member State of destination.
The identification requirements
for imported animals are not obligatory for an animal intended for
slaughter if the animal is transported directly from the veterinary
border inspection post to a slaughterhouse situated in the Member
State where the checks are carried out and the animal is slaughtered
within five working days of undergoing those checks. 6

167. Id. at 10.
168. Id. at 16.
169. Id.

170.
171.
172.
173.
174.
175.
176.

Council Regulation 21/2004, supra note 149, at 16.
Id.
Id.
Id.
Id. at 10.
Council Regulation 21/2004, supra note 149, at 10.
Id. at 11.
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Any animal originating in another Member State must retain its
original identification which may not be removed or replaced without the permission of the competent authority.' Where a means of
identification has become illegible or has been lost, a replacement
bearing the same code must be applied. 8 In addition to the code
and distinct from it, the replacement may bear a mark with the version number of the replacement.'9 However, the competent authority may allow the replacement means of identification to bear a different code, provided that the objective of traceability is not compromised.' " The means of identification must be allocated to the
holding, distributed and applied to the animals in a manner determined by the competent authority.'8'
Beginning 1 January 2008, electronic identification according to
guidelines for the implementation and in accordance with the relevant provisions of Section A of the Annex, will be obligatory for all
animals.'" Member States having a total number of ovine and caprine animals of 600,000 or less may make such electronic identification optional for animals not involved in intra-Community trade."
Member States having a total number of caprine animals of 160,000
or less may also make such electronic identification optional for caprine animals not involved in intra-Community trade."'
2. Holding register
Following Art. 5 (1) of Regulation 21/2004, each keeper of
animals, with the exception of the transporter, must keep an up-todate register containing at least the information listed in Section B
of the Annex."n Beginning 9 July 1995, the holding register must
include the identification code of the holding, the address of the
holding and the geographical coordinates or equivalent indication
of the geographical location of the holding, the type of production,
the result of the latest inventory and the date on which it was carried
out, the name and address of the keeper, in the case of animals leaving the holding, the name of the transporter, the registration num177.
178.
179.
180.
181.
182.
183.
184.
185.

Id.
Id
Id
Council Regulation 21/2004, supra note 149, at 11.
Id.
Id. at 12.
Id.
Id. at art. 9.
Council Regulation 21/2004, supra note 149, at 11.
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ber of the part of the means of transport carrying the animals, the
identification code or the name and address of the holding of destination or, in the case of animals moved to a slaughterhouse, the
identification code or name of the slaughterhouse and the date of
departure, or a duplicate or a certified copy of the movement
document referred to in Article 6 of Regulation 21/2004, in the
case of animals arriving on the holding, the identification code of
the holding from which the animal was transferred and the date of
arrival, information on any replacement of tags or electronic devices." By way of derogation, the register of information shall be
optional in any Member State where a centralized computer database already containing this information is operational. "7
Beginning 1 January 2008, specified information for each animal born after that date must be entered in the holding register including the identification code of the animal, the year of birth and
date of identification, the month and the year of death of the animal
on the holding, the race and, if known, the genotype." The register
must be in a format approved by the competent authority, kept in
manual or computerized form, and be available at all times on the
holding and to the competent authority, upon request, for a minimum period to be determined by the competent authority but
which may not be less than three years. 89' Each keeper must supply
the competent authority, upon request, with all information concerning the origin, identification and, where appropriate, the destination of animals which the keeper has owned, kept, transported,
marketed or slaughtered in the last three years."
3. Movement document
Whenever an animal is moved within the national territory between two separate holdings, it must be accompanied by a movement document based on a model drawn up by the competent au186. Id. at 16. Member States may require keepers to enter further information
in the register referred to in paragraph 1, in addition to that listed in Section B of
the Annex.
187. Id. at 11.
188. Id. at 16. However, for animals for animals intended for slaughter before the
age of 12 months, intended neither for intra-Community trade nor for export to
third countries the information referred to in point 2 of that Section must be provided for each batch of animals having the same identification and must include the
number of animals.
189. Id. at 11.
190. Council Regulation 21/2004, supra note 149, at 11.
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thority, containing at least the minimum information listed in Section C of the Annex, and completed by the keeper if the competent
authority has not already done this.'9' The movement document
must be completed by the keeper on the basis of a model drawn up
by the competent authority.1 2 It must contain the identification
code of the holding; the name and address of the keeper; the total
number of animals moved; the identification code of the holding of
destination or of the next keeper of the animals or, when animals
are moved to a slaughterhouse; the identification code or the name
and location of the slaughterhouse, or, in the event of transhumance; the place of destination; the data concerning the means of
transport and the transporter, including the transporter's permit
number, the date of departure, the signature of the keeper.'92 From
the date on which electronic identification becomes obligatory in
addition to the information mentioned above, the movement
document must contain the individual identification code for each
animal."M
The keeper at the holding of destination must keep the movement document for a minimum period to be determined by the
competent authority, but not less than three years.'95 On request, he
shall supply the competent authority with a copy thereof.'"
4. Central Register
Since 9 July 2005, a central register included in a computer database is obligatory.' The register holds the information of all the
holdings relating to keepers of animals in their territory, except
transporters.' 9 The computer database has to meet the requirements set out in Section D.1 of the Annex to the Regulation.
A
191. Id at art. 6. By way of derogation the movement document shall be optional
in any Member State where a centralized computer database containing at least the
information required by Section C of the Annex, except for the keeper's signature,
is operational.
192. Id
193. Id at 16.
194. Id. Member States may enter further information, in addition to that contained in Section C of the Annex, on the movement document referred to in paragraph 1, or require that such information be entered.
195. Council Regulation 21/2004, supra note 149, at 11.
196. Id
197. Id. at 11-12, art. 7 and 8.
198. Id. at 12.
199. Id. The computer database must contain at least the following information
for each holding: the identification code of the holding, the address of the holding
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holding remains on the central register until three consecutive years
have elapsed with no animals on the holding.2n In addition from 1
January 2008, each separate movement of animals must be registered."° The entry must comprise at least the number of animals
being moved, the identification code of the holding of departure,
the date of departure, the identification code of the holding of arrival and the date of arrival.
D. Equine animals
Compared to other farm animals, the identification requirements for equidae (horses, donkeys, zebras) and their crossings are
far less tense. The requirements are limited to an identification
document that has to accompany the animals during their movement on foot as well as during transport."3° The identification requirements are further specified in Commission Decision
93/623/EEC of October 20, 1993,2' establishing the identification
document (passport) accompanying registered equidae, amended by
Commission Decision 2000/68/EEC of December 22, 1999.2'

By

the latter Commission Decision the identification of equidae for
breeding and production was established. 2' Amendments on the
identification and registration requirements for equidae are curand the geographical coordinates or equivalent indication of the geographical location of the holding, the name and address and occupation of the keeper, the species of animals, the type of production, the result of the inventory of animals and
the date when the inventory was carried out, a data field reserved for the competent authority in which it may enter animal health information, for example restrictions on movements, status or other relevant information in the context of Community or national programs.
200. Council Regulation 21/2004, supra note 149, at 12.
201. Id.
202. See par. D.2 of the Annex to the Regulation, supra note 149, at 17.
203. See generally the applicable legislation Council Directive 90/427/EEC of 26
June 1990 on the zootechnical and genealogical conditions governing intraCommunity trade in equidae, OJ L 224, 18.8.1990, p. 55-59; Commission Decision
93/623/EEC of 20 October 1993, establishing the identification document (passport) accompanying registered equidae, OJ L 298, 3.12.1993, p. 45; Council Direc-

tive 90/426/EEC of 26 June 1990 on animal health conditions governing the
movement and import from third countries of equidae, OJ L 224, 18.8.1990, p. 4254 and Commission Decision 2000/68/EEC of 22 December 1999 amending
Commission Decision 93/623/EEC and establishing the identification for equidae
for breeding and production, OJ L 23, 28.1.2000, p. 72-75.
204. See generally Commission Decision 93/623/EEC, 1993 O.J. (L 298).
205. See generally Commission Decision 2000/68/EEC, 2000 OJ. (L 23).
206. Id.
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rently on their way. First of all, a draft Regulation was published
that will replace Commission Decisions 93/623/EEC and
2000/68/EEC.2 1 7 The Draft was discussed in the Standing Committee on the Food Chain and Animal Health in May 2006, and was
forwarded by the Member States to the individual national experts
for potential commentsY8 It is the Commission's intention to introduce electronic identification of horses in this new Regulation.
V. SLAUGHTER

Hygiene legislation for food of animal origin continues the
above line of legislation during and after slaughter. 2' Establishments handling products of animal origin must be approved by the
competent authority in their Member State.210 Member States must
keep up-to-date lists of approved establishments, which are given an
approval number with additional codes indicating the type of products of animal origin manufactured.'
Regulation 853/2004 requires food business operators operating slaughterhouses to request or receive, check, and act upon information,212 known as Food Chain Information ("FCI). 2 2" The FCI,
which may be provided electronically or as a standardized declaration signed by the producer, must include:
* The status of the holding of provenance or the regional animal health status; the animals' health status; and relevant reports about previous ante-mortem and post-mortem inspections of animals from the same holding of provenance, including, in particular, reports from the official veterinarian.
This information does not need to be provided if the opera-

207. Draft Commission Regulation of implementing Council Directives
90/426/EEC and 90/427/EEC as regards the method for identifying equidae,
SANCO/10061/2006-Rev. 1.
208. See Summary Record of the Standing Committee on the food Chain and
Animal Health held in Brussels on 3-4 May 2006 (Section Animal Health and Welfare) (Section Controls and Import Conditions), SANCO D1 - D(06)411479.
209. See generally Regulation (EC) No. 853/2004 of the European Parliament and
of the Council of 20 April 2004 laying down specific hygiene rules for food of animal origin, O.J. (L 226), 22-82 (corrigendum).
210. Id. at 26.
211. Id.at36-37.
212. Id. at 37-39. Specified inSection III of Annex IIof Regulation 853/2004.
213. The text of this paragraph is based on a draft by Michael Fogden intended
for publication in a book on EU food hygiene legislation by M. Fogden, B.M.J. van
der Meulen and M. van der Velde.
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tor is already aware of this information or if the producer declares there is no relevant information to report;
" Veterinary medicinal products or other treatments administered to the animals within a relevant period and with a withdrawal period greater than zero, together with their dates of
administration and withdrawal periods;
* The occurrence of diseases that may affect the safety of meat;
" The results, if relevant to the protection of public health, of
analysis of samples taken from the animals or of other samples taken to diagnose diseases that may affect the safety of
meat, including in relation to the monitoring and control of
zoonoses and residues;
" Production data that indicate the presence of disease, unless
the producer declares there is no relevant information to report; and
" The name and address of the private veterinarian normally
attending the holding of provenance, unless the operator is
already aware of this information.
Slaughterhouse operators must not accept animals onto the
slaughterhouse premises, unless they have requested and been provided with relevant food safety information contained in the records
kept at the holding of provenance in accordance with Regulation
852/2004..24 They must be provided with the FCI at least twentyfour hours before the arrival of animals at the slaughterhouse, except in prescribed circumstances and with the permission of the
competent authority, in which case the FCI may accompany the
animals to which it relates. 1 ' The operator must evaluate the relevant information and, if the animals are accepted for slaughter, the
documents relating to the status of the holding or the regional
health status and to the use of veterinary medicinal products or
other treatments must be given to the official veterinarian; the animals must not be slaughtered or dressed until the official veterinarian has given permission. 2161 Relevant FCI must be made available to
the official veterinarian without delay and no less than twenty-four
hours before the arrival of the animals, in relation to animals ac214. Regulation (EC) No. 852/2004 of the European Parliament and of the
Council of 29 April 2004 on the hygiene of foodstuffs, 2004 O.J. (L 226), 3-21 (corrigendum).
215. Regulation (EC) No. 853/2004 of the European Parliament and of the
Council of 20 April 2004 laying down specific hygiene rules for food of animal
origin, O.J. (L 226), 22-82 (corrigendum)..
216. Id.
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2 7
cepted onto the slaughterhouse premisesY.
The operator must also
notify the official veterinarian of any information that gives rise to
health concerns before ante-mortem inspection of the animal concerned. 8 In the case of domestic solipeds, food business operators
must check passports accompanying these animals to ensure they
are intended for slaughter for human consumption and, if they accept the animal for slaughter, they must give the passport to the official veterinarian. 19 Should an animal arrive without FCI, the operator must immediately notify the official veterinarian, and its
slaughter is prohibited until the official veterinarian permits this.'

VI. LABELING

A. Generalprinciples
The GFL sets out the principle that labeling shall provide a basis for consumers to make informed choices, to protect them from
fraudulent or deceptive practices, adulteration of food and any
other practices that may mislead them." The general labeling directive gives the general requirements of labeling, like the mandatory
statement of the name of the product, the quantity, the list of ingredients and the like. 2
B. Food of animal origin
Products of animal origin must be given a health mark or, failing this, an identification mark applied during or after production;
this mark must be oval in shape, legible, indelible and clearly visible
for the competent authorities, and must show the name of the exporting country and the establishment's approval number. The
Commission draws up lists of third countries from which imports of
217. Id.
218. Id.
219. Regulation (EC) No. 852/2004 of the European Parliament and of the
Council of 29 April 2004 on the hygiene of foodstuffs, 2004 O.J. (L 226), 3-21 (corrigendum).
220. Regulation (EC) No. 853/2004 of the European Parliament and of the
Council of 20 April 2004 laying down specific hygiene rules for food of animal
origin, O.J. (L 226), 22-82 (corrigendum).
221. See EC 178/2002, O.J. (L 31), art. 8.
222. Directive 2000/13/EC of the European Parliament and of the Council of 20
March 2000 on the approximation of the laws of the Member States relating to the
labelling, presentation and advertising of foodstuffs, O.J. (L 109), 29-42.
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products of animal origin are permitted in accordance with the
Regulation on official controls.'
C. Beef and veal
In addition to the general labeling requirements, Regulation
1760/2000 holds some compulsory provisions and some voluntary
measures.24 The regulation, replacing earlier legislation, aims at
maintaining and strengthening consumer confidence in beef and to
avoid misleading them by ensuring that information is made available by sufficient and clear labeling. 5
1. Compulsory
Following Art. 13 of Regulation 1760/2000, operators and organizations marketing beef in the Community are obliged to label
beef in accordance with this Article.26 The compulsory labeling system shall ensure a link between, on the one hand, the identification
of the carcass, quarter or pieces of meat and, on the other hand, the
individual animal or, where this is sufficient to enable the accuracy
of the information on the label to be checked, the group of animals
concerned."
Further, the label must show:
e in which country the animals were born;
* in which country the animals were fattened/bred;
* a code for the country and the slaughterhouse where the
slaughter took place."s
For minced meat some derogations apply.' For example, the
three issues mentioned above may be replaced by an indication of
the country (Member State or third country) where the meat was
prepared and 'origin' if this is not the same country.'
Beef imported from a third country may be labeled 'Origin: non-EC' and

223.
224.
225.
226.
227.
228.
229.
230.

Council Regulation (EC) 882/2004 OJ L 191, 28.5.2004, p. 1-52.
Council Regulation (EC) 1760/2000 17.7 2000, O.J. (L 204), 1-10.
Id at Whereas 4.
Id.
Id.
Id.
Id. at art. K1.
Council Regulation (EC) 1760/2000, supra note 224.
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'Slaughtered in: (name of third country)' if all the required information is not available. 1
2. Voluntary
If businesses want to include information beyond the mandatory information on the label, they must send a specification for approval to the responsible authority in the Member State where the
product is sold. 32 Member States must notify the labels they approve to the EU Commission (Art. 16). Commission Regulation
(EC) no. 1825/2000 gives more detailed rules."
Voluntary labeling specifications must indicate:
* the information to be included on the label;
* the measures to be taken to ensure the accuracy of the information;
" the control system which will be applied at all stages of production and sale, including the controls to be carried out by
an independent body recognized by the competent authority
and designated by the business. These bodies shall comply
with the criteria set out in European Standard EN/45011;
* in the case of an organization of businesses, the measures to
be taken in relation to any member which fails to comply with
the specifications. Member States may decide that controls by
an independent body may be replaced by controls by a competent authority. The competent authority shall in that case
have at its disposal the qualified staff and resources necessary
to carry out the requisite controls. The costs of controls shall
be borne by the business(es) using the labeling system."
VII. CRISIS MANAGEMENT

A. TRACES
In April 2004 the European Commission adopted a new system
to manage animal movements and prevent the spread of animal dis231. Id.
232. Id.
233. Commission Regulation (EC) No. 1825/2000 of 25 August 2000 laying down
detailed rules for the application of Regulation (EC) No. 1760/2000 of the European Parliament and of the Council as regards the labeling of beef and beef products, O.J. (L 216), 8-12.
234. Id. at art. 16.
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eases."' The TRAde Control and Expert System (TRACES) is a single central database to track the movement of animals and certain
types of products both within the EU and from outside the EU."6
TRACES is designed to facilitate action in case of an outbreak of an
animal disease. According to the Press release concerning TRACES,
the system works as follows:..7
"Trade within the EU: for example, a consignment of cattle being sent
from Spain to Italy via France. If registered in TRACES, the dealer can
fill in all details of the consignment online, sending this electronic form
to the relevant Spanish competent authority. The electronic form is
controlled and if the animals comply with the relevant requirements, the
form is validated. As soon as validation is given, TRACES sends the information to the competent authority at the destination, to the central
competent authority in France and to all staging points, so that controls
can be made en route and at the final destination. In case of a disease
outbreak, it is easy to trace the consignment backwards and forwards.
Import of products from outside the EU: for example, a consignment of
products arrives in Antwerp. If registered in TRACES, the agent at the
Border Inspection Post (BIP) will be able to fill in part I of the Common
Veterinary Entry Document (CVED) describing the details of the consignment. After controlling the products, the veterinary authority at the
BIP will give or refuse authorization. If authorized, the CVED is sent to
the competent authority at the destination. If the consignment is rejected, all BIPs within the EU will be informed via TRACES'"

B. RASFF
The EU Commission operates several networks intended to ensure prompt communication of identified product safety or animal
health problems. Relevant for the subject under discussion is the
Rapid alert system for food and feed (RASFF). Results of inspections are not only used for enforcement measures within the jurisdiction of the inspection agency concerned, but must in particular
be made available for risk management in the whole area that may
be affected by a food safety problem."9 The GFL establishes a rapid
235. See TRACES: Commission adopts new system to manage animal movements
and
prevent
the
spread
of
animal
diseases,
available
at
http://europa.eu/rapid/pressReleasesAction.do?reference=IP/04/487&format=H
TML&aged =l&langnuage=EN&giLanguage=en.
236. Id.

237. Id.
238. Id.
239. Arts. 50-52 GFL. 178/2002 O.J. (L 31), 1-24. For information on RASFF and
for
weekly
overviews
of
alerts
visit
their
website
at
http://ec.europa.eu/comm/food/food/rapidalert/index-en.htm.
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alert system for the notification of a direct or indirect risk to human
health deriving from food or feed (RAS or RASFF).24 ° It involves the
Member States, the Commission and the European Food Safety Authority (EFSA).2 4' The Member States, the Commission and the
EFSA have each designated a contact point, which is a member of
the network. 2 The Commission is responsible for managing the
network. When a member of the network has any information relating to the existence of a serious direct or indirect risk to human
health deriving from food or feed, this information shall be immediately notified to the Commission under the rapid alert system.
The Commission shall transmit this information immediately to the
members of the network. EFSA may supplement the notification
with any scientific or technical information, which will facilitate
rapid, appropriate risk management action by the Member States."
The Member States shall immediately notify the Commission under
the rapid alert system of:
a) any measure they adopt which is aimed at restricting the placing on
the market or forcing the withdrawal from the market or the recall of
food or feed in order to protect human health and requiring rapid action;
b) any recommendation or agreement with professional operators which
is aimed, on a voluntary or obligatory basis, at preventing, limiting or
imposing specific conditions on the placing on the market or the eventual use of food or feed on account of a serious risk to human health
requiring rapid action;
c) any rejection, related to a direct or indirect risk to human health, of a
batch, container or cargo of food or feed by a competent authority at a
border post within the European Union.

The notification must be accompanied by a detailed explanation of the reasons for the action taken by the competent authorities
of the Member State in which the notification was issued followed
by by supplementary information in good time, in particular where
the measures on which the notification is based are modified or
withdrawn. The Commission immediately transmits the notification
240. Id
241. Id The EFSA has been instituted by the GFL. It is an independent agency
responsible for scientific risk assessment and risk communication. Risk management through law making and enforcement is the responsibility of the European
Institutions, the Commission in particular, and the Member States. EC 178/2002
O.J. (L 31) arts. 50, 62.
242. Id.
243. Id.
244. Id.
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and supplementary information received under the first and second
subparagraphs to members of the network. Where a batch, container or cargo is rejected by a competent authority at a border post
within the European Union, the Commission shall immediately notify all the border posts within the European Union, as well as the
third country of origin. Where a food or feed which has been the
subject of a notification under the rapid alert system has been dispatched to a third country, the Commission shall provide the latter
with the appropriate information. The Member States shall immediately inform the Commission of the action implemented or measures taken following receipt of the notifications and supplementary
information transmitted under the rapid alert system. The Commission shall immediately transmit this information to the members of
the network. Participation in the rapid alert system may be opened
up to applicant countries, third countries or international organizations, on the basis of agreements between the Community and those
countries or international organizations, in accordance with the
procedures defined in those agreements. The latter is based on reciprocity and must include confidentiality measures equivalent to
those applicable in the Community.
Alert notifications are sent when the food or feed presenting
the risk is on the market and when immediate action is required.
Alerts are triggered by the Member State that detects the problem
and has initiated the relevant measures, such as withdrawal/recall.
The notification aims at giving all the members of the network the
information to verify whether the concerned product is on their
market, so that they can take the necessary measures. Information
notifications concern a food and feed for which a risk has been
identified, but for which the other members of the network do not
have to take immediate action, because the product has not reached
their market. These notifications mostly concern food and feed
consignments that have been tested and rejected at the external
borders of the EU. They avoid attempts to import them through
another point of entry, thus preventing the placing on the market of
a food or feed which presents a risk to the consumer.
VIII. CONTROLS AND ENFORCEMENT
A. Role of Member States
Generally speaking, the enforcement of food safety, animal
health and animal welfare legislation is the responsibility of the
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Member States. ' They have duty to organize official controls and
to impose penalties that are effective, proportionate and dissuasive.
B. Veterinary checks
European legislation on veterinary checks can be divided into
four areas:
1) Veterinary checks on intra-Community trade in animal products:
Council Directive 89/662/EEC of 11 December 1989 concerning veterinary checks in intra-Community trade with a view to the completion
246
of the internal market;
2) Veterinary checks on intra-Community trade in live animals: Council
Directive 90/425/EEC of 26 June 1990 concerning veterinary and zootechnical checks applicable in intra-Community trade in certain live
animals and products with a view to the completion of the internal market;
3) Veterinary checks on imports of animal products from third countries: Council Directive 97/78/EC of 18 December 1997 laying down
the principles governing the organisation of veterinary checks on products entering the Community from third countries and repealing Directive 90/675/EC;
4) Veterinary checks on import of live animals from third countries:
Council Directive 91/496/EEC of 15 July 1991 laying down the principles governing the organisation of veterinary checks on animals entering
the Community from third countries and amending Directives
89/662/EEC, 90/425/EEC and 90/675/EEC.

C. Official Controls
Although Article 17 General Food Law holds the Member
States responsible for enforcement, European law increasingly sets
standards for national enforcement and provides for supervision.
On 30 April 2004 two Regulations were published in the Official
Journal of the European Union: 'Regulation (EC) No 882/2004 of
the European Parliament and of the Council of 29 April 2004 on
official controls performed to ensure the verification of compliance

with feed and food law, animal health and animal welfare rules'" 7
and 'Regulation (EC) No. 854/2004 of the European Parliament and

of the Council laying down specific rules for the organization of official controls on products of animal origin intended for human con-

245.
246.
247.

Council Regulation 178/2002, 2002 O.J. (L 31) 1 (EC).
OJ L 395, 30.12.1989, p. 13-22.
OJ L 191, 28.5.2004, p. 1-52.
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sumption'. 8 These Regulations have become effective as from
January 1, 2006. National inspectors supervise the application of
the requirements of feed, food, animal health and animal welfare
law. The national inspectors have powers under national law to inspect premises where animals are kept or where food is handled and
to report on irregularities. Such irregularities may result in sanctions.
Regulation 882/2004/EC is concerned with food-related controls in general. Member States are responsible for ensuring that
official controls are carried out regularly, with appropriate frequency proportionate to the risk for food safety posed by the business where the official controls take place. What frequency is appropriate depends amongst other things on identified risks and past
performance. Good past performance by a business operator may
lead to a reduced frequency in inspections. The Member States may
collect fees or charges to cover the costs occasioned by official controls. For some activities they are even under obligation to do so in
order to avoid a distortion of intra-community trade by different
practices. If non-compliance leads to extra official controls, then the
operators responsible will be charged.
D. Second line inspections
The Commission, in its role as guardian of the Treaties is responsible for making sure food safety law is implemented and enforced. This is the foundation for the work of the Food and Veterinary Office (FVO). The main role of FVO inspectors is to check
how national authorities implement and enforce relevant EU legislation. Inspections are primarily targeted towards evaluating the nature and effectiveness of the national control systems in place and
whether they are capable of delivering the required standards. At
the same time, FVO inspectors also carry out on-the-spot checks on
farms, markets, food processing establishments, and other places
where food is prepared or handled, to make sure that the reality
matches what should be implemented.
The Member States must give all necessary assistance and provide all documentation that the Commission experts-the FVOrequest. Each year, the FVO prepares a program of inspections that
is published on the website of DG Sanco. Inspections can be carried
out in response to requests from (third) countries looking for ap248.

OJ L 139, 30.4.2004, corrigendum O.J. 226, 25.6.2004.
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proval to export to the EU. Following an inspection, the FVO produces a report of its findings and conclusions, making recommendations for actions to be taken by the national authorities to correct
any shortcomings that may have been identified. The authorities
have to frame an action plan, showing how to deal with problems,
and including deadlines for corrective action. The final report of the
inspection is published on the DG's website, together with any
comments from national authorities.
Should a serious, general health risk be identified, the Commission can impose a safeguard clause on the Member State or third
country concerned. This allows for a wide range of additional controls, varying from systematic testing of imports to the imposition of
a total ban on trade in certain animals or products. Non-compliance
by Member States may result in infringement proceedings." '
E. Controls in third countries
Although the FVO formally has no jurisdiction outside the EU,
Regulation 882/2004/EC provides for official controls in third
countries in Article 46:
Commission experts may carry out official controls in third countries in
order to verify [...] the compliance or equivalence of third-country legislation and systems with Community feed and food law and Community
animal health legislation. The Commission may appoint experts from
Member States to assist its own experts.

These controls in third countries may only be executed if the authorities in those countries agree to them. However, as such controls may be a condition for export to the EU, these authorities have
little alternative. Imports of animal products from third countries
are only allowed if the exporting state and the specific establishment
appear on a list of approved countries/establishments. The FVO
performs controls in third countries in order to establish whether or
not the approval can be given and maintained. Where a specific
problem is identified-for example where a food-processing establishment in a third country is found to be operating in an unsafe
manner-the Commission can remove it from the list of establishments approved for export to the EU.
Both Regulation
249. Article 226 EC Treaty. On enforcement see further: Bernd M.J. van der
Meulen and Annelies A. Freriks, Millefeuille: The emergence of a multi-layered
controls system in the European food sector, Utrecht Law Review, Volume 2, issue 1
(June 2006), pp. 156-176; www.utrechflawreview.org/publish/articles/000022/article.pdf.
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882/2004/EC and 854/2004/EC elaborate on the criteria that have
to be met by third countries.
F. Cross compliance
To the primary sector a system of enforcement applies that is
absent in all other stages of the food chain. In addition to the usual
penalties, a new instrument has been added to the arsenal of penalties in the context of the reform of the Common Agricultural Policy.
In response to international criticism on agricultural subsidies, the
EU reforms its Common Agricultural Policy (CAP) in such a way
that subsidies on agricultural production are abolished. In their
place a so-called Single Farm Payment has been introduced to support farmers. The CAP reform agreement is implemented by Regulation 1782/2003.2" This regulation sets out standards and requirements, known as Cross Compliance, which farmers have to
meet as a condition of receiving their Single Farm Payment. They
have to comply with certain statutory requirements listed in an annex to the regulation. These requirements concern the fields of
public, animal and plant health, environment and animal welfare.
Farmers, who do not meet these obligations, risk losing their payments in whole or in part. Among the requirements mentioned in
the annex is Article 17 of the General Food Law. This article makes
food business operators responsible to ensure that all stages of production, processing and distribution within the businesses under
their control, satisfy the food and feed safety requirements of food
law, which are relevant to those activities, and to verify that such
requirements are met. This single article therefore brings practically the whole area of food law within the ambit of Cross Compliance. For our subject this means that primary producers who receive Single Farm Payment, risk to lose this payment if they do not
comply with the requirements of the EU law.

250. Council Regulation (EC) No 1782/2003 of 29 September 2003 establishing
common rules for direct support schemes under the common agricultural policy
and establishing certain support schemes for farmers and amending Regulations
(EEC) No 2019/93, (EC) No 1452/2001, (EC) No 1453/2001, (EC) No 1454/2001,
(EC) 1868/94, (EC) No 1251/1999, (EC) No 1254/1999, (EC) No 1673/2000,
(EEC) No 2358/71 and (EC) No 2529/2001, OJ L 270, 21.10.2003, p. 1-69.
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IX. Bio SECURITY
So far bioterrorism has surfaced on a limited scale only in the
EU. Some two decades ago in supermarkets, oranges were found
injected with mercury. Probably the intention was to scare off consumers from buying products of the apartheid regime in South Africa. A case of olive oil poisoning in Spain causing hundreds of
casualties has not been satisfactorily explained as crime or accident.
More recently, companies have been blackmailed through threats to
poison their products-Anthrax threats that have been made on persons by sending them letters or packages contaminated with white
powder can also be seen in this context.' Thought incidental, these
examples nevertheless show that society's dependence on food supply and the vulnerability of the food supply chain are such that caution is warranted. The EU has opened research regarding the question how the existing legal infrastructure can best be applied and, if
need be, modified, to protect the food supply from willful menaces.
X. IMPORTS INTO THE EU

Article 11 General Food Law states 'food and feed imported
into the Community for placing on the market within the Community shall comply with the relevant requirements of food law or conditions recognized by the Community to be at least equivalent
thereto or, where a specific agreement exists between the Community and the exporting country, with requirements contained
The EU Commission has published an interpretation
therein.'
document on the GFL 52 which, in spite of the text of this provision,
expresses the point of view that the general traceability requirements only apply from the EU border onwards.
Regulation 1760/2000 makes an exception on its labeling requirements for imported beef and veal. If the animals have been
slaughtered in a third country, the label may indicate: 'origin: nonEC'. On 30 April 2006 Directorate D (Animal Health and Welfare)

http://ec.europa.eu/health/ph-threats/Bioon
this
topic:
251. See
terrorisme/bioterrorismeen.htm.
252. http://ec.europa.eu/food/food/foodlaw/guidance/guidance rev 7 en.pdf.
See on the requirements for import; http://ec.europa.eu/food/intemational/
trade/interpretationjimports.pdf and with regard to imports of life animals:
http://ec.europa.eu/food/international/trade/guide-thirdcountries2OO6en.pdf.
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of DG Sanco published a General guidance on EU import and transit rules for live animals and animal products from third countries. 2 '
XI. CONCLUDING REMARKS
The interconnectedness of animal health and food safety was
felt acutely in the European crises of the 1990s. The EU reacted by
creating a system of law that integrates elements that used to be
studied under the headings of 'agrarian law' and 'food law', into a
coherent structure aimed to ensure animal health, animal welfare
and food safety from farm to fork.
This contribution has focused on the bureaucratic part of the
system: the paperwork involved. Food law in general requires registration of businesses and traceability of goods. Requirements are
more stringent with regard to foods of animal origin than with regard to other foods. Requirements on living animals are more
stringent than requirements on food products. Most elaborate is
the legislation with regard to cattle. Although the system is based
on general principles and shows common features in general approach, the details appear to be patchwork. The system is best understood if we take into consideration that it emerged as an attempt
to come to terms with (the threat of) crises.

253. http://ec.europa~eu/food/intemational/trade/guidethirdcountries2006
_en.pdf

CREATING BALANCE: PROBLEMS WITHIN DSHEA
AND SUGGESTIONS FOR REFORM
Jennifer Akre Hill*
I. INTRODUCTION

The Dietary Supplement Health and Education Act of 1994
(DSHEA) was signed into law on October 25, 1994.' At the signing,
President Clinton endorsed the "intense efforts" of manufacturers
and legislators to change the "treatment of dietary supplements under regulation and law."2 Further, the bill was signed with the hope
that it would benefit consumers by permitting more access to dietary
supplements and more choices for consumer directed healthcare.'
* Jennifer Akre Hill is a May 2007 Juris Doctor candidate at the University of
Arkansas School of Law, Fayetteville, Arkansas. This Comment received the University of Arkansas Journal of Food Law & Policy's 2006 Annual Arent Fox/Dale
Bumpers Excellence in Writing Award. The author would like to thank her faculty
advisor, Adjunct Professor Michael Roberts, an attorney with Venable LLP in Washington, D.C., for his guidance and support in preparation of this comment. The
author would also like to thank 2005-06 Note and Comment Editor Jeffrey D.
Wood, J.D. 2006, for his encouragement and guidance through the writing process.
1. Dietary Supplement Health and Education Act of 1994 (DSHEA), Pub. L.
No. 103-417, 108 Stat. 4325, [hereinafter DSHEA] (codified as amended in scattered sections of 21 U.S.C. §§ 301-399 (2000)).
2. President William J. Clinton, statement at the signing of S. 784, Oct. 25,
1995 U.S.C.C.A.N. 3523-1 (1994). Congressional findings revealed improving the
health status of citizens ranks at the top of the nation's priorities, and that there is a
link between the ingestion of certain nutrients or dietary supplements and the prevention of chronic disease. Dietary Supplement Health and Education Act § 2.
Therefore, there is a growing need for dissemination of information linking nutrition with good health. Id.
3. Clinton, supra note 2 (stating further, "[i]n recent years, the regulatory
scheme designed to promote the interests of consumers and a healthful supply of
good food has been used instead to complicate choices consumers have made to
advance their nutritional and dietary goals"); see also Scott Bass & Emily Marden,
The New Dietary Ingredient Safety Provision of DSHEA: A Return to CongressionalIntent,
31 AM.J.L. & MED. 285, 287 (2005) (noting DSHEA was premised on the positive
role of nutrition in preventative health care and supported by the recognition that
consumers want information and access to a "broad range of safe products").
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In support, politicians on both sides of the aisle claimed the DSHEA
as a victory for consumer freedom, populist protection, and preventative medicine.'
The sweeping legislation of the DSHEA leaves its mark on three
influential groups: the Food and Drug Administration (FDA), an
agency that serves to protect Americans from adulterated, misbranded, and dangerous food and drug products;5 the dietary supplement industry, represented by the manufacturers, producers, and
retailers of dietary supplements;6 and the dietary supplement consuming public. While creating the DSHEA, Congress attempted to
meet the needs of each of the three groups by striking a balance
between unfettered access and strict control.!
Whether or not that balance exists depends on who is looking
at the scale. Specifically, the DSHEA does supply "control" of dietary
supplements, but only so far as it has provided the FDA with a regulatory mechanism to monitor post-manufacturing product safety.8
Increased access was also granted; DSHEA regulation "supersede[d]
the [existing] ad hoc patchwork regulatory policy on dietary supplements"9 and successfully removed the regulatory barriers that
0 In the
limited the flow of information and products to consumers."
end, however, DSHEA accomplished more than a barrier removal; it
"yielded significant latitude to dietary supplement
companies in
n
manufacturing and promoting their products."
Since the passage of DSHEA, more consumers have gained access to dietary supplements as they have become available through
new venues such as grocery stores and the internet." This apparent
4. Michael A. McCann, Dietary Supplement Labeling: Cognitive Biases, Market
Manipulation,and Consumer Choice, 31 AM.J.L. & MED. 215, 246-47 (2005).
5. FDA, FDA's Mission Statement, http://www.fda.gov/opacom/morechoices/
mission.html (last visited Jan. 31, 2006) (indicating that the FDA is responsible for
protecting, among other things, the public health by assuring the safety, efficacy,
and security of human drugs, biological products, medical devices, and the food
supply).
6. See generally Iona Kaiser, Dietary Supplements: Can the Law Control the Hype?,
37 Hous. L. REV. 1249 (2000).
7. Dietary Supplement Health and Education Act, supra note 1, 3.3 § 2.
8. Morgan J. Wais, Comment, Stomaching the Burden of Dietary Supplement Safety:
The Need to Shift the Burden of Proof Under the Dietary Supplement Health and Education
Act of 1994, 28 SEATrLE U. L. REV. 849, 878 (2005).
9. See infra Part II (discussing the regulatory framework prior to DSHEA).
10. McCann, supra note 4, at 243.
11. Id.
12. Joseph A. Levitt, Regulation of Dietary Supplements: FDA's Strategic Plan, 57
FOOD & DRUG L.J. 1, 1 (2002).
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success in improving access to dietary supplements, however, must

be weighed against the side effects. Access to dietary supplements
has not only grown, it has changed. Where at one time adult consumers were buying products from specialized health stores," children and adolescents now have equally ready access to dietary supplements.'4 The side effects of the increased access are compounded further because DSHEA allows dietary supplement products to reach the consuming public with no pre-market evaluation 5
providing children with access to products that are often the equivalent of diluted drugs. 6
By decisively removing regulatory barriers in order to increase
consumer access to dietary supplements, the DSHEA created an
atmosphere that allowed the dietary supplement industry to develop. 7 Yet, the DSHEA failed to provide a framework for regulating the changing market or to give the FDA enough regulatory
power to protect consumer safety in the changing marketplace."
This failure has left many large companies basking in the glow of a
bright financial forecast and has burdened the FDA with increasing
regulatory challenges and obstacles to meet its burden to consumers'9 and ensure product safety."0
13. See,
e.g.,
GENERAL
NUTRITION
CENTER
(GNC),
ABOUT
GNC,
http://www.gnc.com/corp/index.jsp (last visited Jan. 29, 2006) (stating that GNC
has been in business since 1935).
14. Levitt, supra note 12; see also Jennifer Sardina, Note, Misconceptions and Misleading Information Prevail-Less Regulation Does not Mean Less Danger to Consumers:
DangerousHerbal Weight Loss Products, 14 J.L. & HEALTH 107, 125 (1999-2000) (stating that supplements are no longer confined to small, remotely located health food
stores, they are now "frequently found in ... malls, plazas, on television, in catalogs, and on-line").
15. Dana Ziker, What Lies Beneath: An Examination of the Underpinnings of Dietary
Supplement Safety Regulation, 31 AM.J.L. & MED. 269, 271 (2005).
16. Bruce H. Schindler, Where There's Smoke There's Fire: The Dangers of the UnregulatedDietary Supplement Industry, 42 N.Y.L. SCH. L. REv. 261, 261 (1998).
17. Levitt, supra note 12.
18. Id (suggesting that although the market growth was intended, the DSHEA
did not predict the regulatory challenges that would stem from the changes).
19. FDA, supra note 5.
20. Levitt, supra note 12; see generally Nutracuetical v. Crawford, 364 F. Supp. 2d
1310 (D. Utah, 2005) rev'd sub nom. Nutraceutical Corp. v. Von Eschenbach, 459
F.3d 1033 (10th Cir. 2006) petition for cert. filed, 75 USWL 3368 (Jan. 3, 2007)(06922) (supporting the proposition that the regulatory scheme of the DSHEA is not
sufficient to ensure safety if it cannot remove products, such as ephedra, that have a
well documented history of adverse events). [Ed. Note: The Tenth Circuit Court of
Appeals reversed and remanded Nutracuetical, 364 F. Supp. 2d 1310, after this
article was submitted. On Appeal, the Court held it was proper for the FDA to use
a balancing test and the use of that balancing test did not in fact shift the burden of

JOURNAL OF FOOD LAW

&

POLICY

[VOL. 2:361

This article begins with an overview of the struggle between
FDA and the dietary supplement industry for the power to control
dietary supplement regulation, 2' and continues into a discussion of
the current regulatory scheme, DSHEA. 2 The analysis that follows
indicates that DSHEA, without amendment, will not serve its purpose to protect consumers, and argues that the current shortcomings of the dietary supplement regulatory scheme are not caused by
DSHEA as a regulatory mechanism, but by the ambiguous terms
within its provisions. 3 Specifically, the lobbying power of the dietary
supplement industry caused DSHEA to be a political compromise
that promised law in a hurry without giving due care to its repercussions. ' Joining cited academics, this article further suggests that
DSHEA is in need of amendment if consumers are to be protected
and the dietary supplement industry is to remain strong." Finally,
this article concludes by moving the dietary supplement debate forward and suggests specific amendments that if made, would move
DSHEA one-step closer to creating balance. 6
II. OVERVIEW
The legislative history of dietary supplements in the United
States details the clash of a governing body, and a strong commercial market, each maintaining the common goal of providing consumers with dietary supplements. 7 Since 1867, FDA and its predecessors have been charged with the responsibility of using federal
law to protect consumers from adulterated 8 or misbranded food
and drugs.' Further, because FDA is an agency under a democratic
government, consumers inherently have the ability to affect the level

proof from FDA to the plaintiff. As of February 19, 2007, the petition had not
been acted upon. The implications of the subsequent history are beyond the scope
of this comment.]
21. See infra Part 11.
22. See infta Part II.C.
23. See infra Part III.
24. See infra Part III. See also Barbara A. Noah, Foreword:Dietary Supplement Regulation in Flux, 31 AM.J.L. & MED. 147, 147 (2005) (stating that the DSHEA was created in response to "anxious lobbying" by the dietary supplement industry).
25. See infra Part IV.
26. See infra Part IV.
27. See infra Part II.A.
28. See infta Part III.B.
29. John P. Swann, History of the FDA, http://www.fda.gov/oc/history/
historyoffda/fulltext.htm (last visited Jan. 3, 2007).
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and types of control FDA maintains.' Recently, FDA and the dietary supplement industry have faced-off through political debates
and legislative action." At present, many would say that the industry
has won with the passage of DSHEA, creating both positive and
negative implications for dietary supplement consumers."
A. The Relative Interests of FDA and the Dietary Supplement Industry
In creating dietary supplement regulation Congress is influenced by the lobbying efforts of two primary entities, FDA and the
dietary supplement industry." In general, Congress is required to
create legislation that is in the best interest of the people, however,
the relative lobbying powers of the dietary supplement industry and
FDA are impossible to ignore. '
The FDA, as an agency of the federal government, acts in the
interest of the American people.' Charged to protect the food supply, FDA creates regulations that, at times, have the effect of limiting
the number and types of products Americans have access to.' Regulation, however, is not meant to eradicate the use of products categorically, thus FDA advocates the use of dietary supplements by the
American people so long as they are safe." In order to reach this
30. Id. (noting that in the late 1800s, the Division of Chemistry was using human
subjects to consume "questionable food additives" which spurred public outcry and
urged federal law to prohibit the sale of adulterated or misbranded food and
drugs).
31. See generally Kaiser, supra note 6 (discussing the legislative progression of the
dietary supplement industry as influenced by the dietary supplement industry and
the FDA).
32. Noah, supra note 24 (stating that the DSHEA would severely limit the FDA's
authority). See generally supra Part I (stating that while dietary supplement access
has increased, safety regulation has become more difficult for the FDA and the
safety of all currently marketed dietary supplements is not certain).
33. Kaiser, supra note 6, at 1271-72.
34. Wais, supra note 8, at 865-66. Wais stated that the dietary supplement industry is a very large political lobbying force. Id. Not only did politicians have a large
monetary incentive to cooperate with the dietary supplement industry, but also, the
dietary supplement industry employs tens of thousands of people directly and indirectly, creating an economic benefit to society and strong incentives for politicians
to support the industry. Id. Further, the dietary supplement industry has been
consistently among the top campaign contributors to lawmakers. Id. In 2000, the
industry donated $2.3 million to Representatives who worked in its favor. Id.
35. FDA, supra note 5.
36. Id.
37. Lester M. Crawford, Acting Commissioner of the FDA, Speech before Council for Responsible Nutrition: Annual Conference (Oct. 25, 2004), http://
www.fda.gov/oc/speeches/2004/crnIO25.html (last visited Jan. 3, 2007).
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goal, FDA promotes increasing the regulation of the dietary supplement industry.' Moreover, FDA believes tightening down on the
policies within DSHEA is the only way to increase consumer access
and safety, simultaneously.3
While the dietary supplement industry also advocates the use of
dietary supplements by Americans, its interests are in profit maximization, market growth, and creating products that are safe enough
to achieve repeat sales but that avoid creating expensive lawsuits."'
Profit maximization and market growth are benefited by legislation
that removes barriers to entry and that reduces costs related to
product formation.4 1 Deregulation within the dietary supplement
industry through DSHEA has also resulted in less safety regulations. Manufacturers therefore find it easier to market products
that meet the legal standard of "safe" and consequently, avoid lawsuits.4 Therefore, each of the dietary supplement industry's goals
has benefited by the deregulation of DSHEA."
B. History
The Federal Food, Drug, and Cosmetics Act of 1938 (FDCA)
was the first legislation to regulate products with a quasitherapeutic"' effect, such as dietary supplements.' Also recognizing
the dietary properties of vitamins and minerals, 7 FDCA recognized
a need for regulation and gave FDA the power to remove these
products from the market and condition the sale of such products
with pre-market approval.4" In the early days of FDCA, FDA could
38. Id.
39. Id.
40. Kaiser, supra note 6, at 1272.
41. Margaret Gilhooley, Herbal Remedies and Dietary Supplements: The Boundaries
of Drug Claims and the Freedom of Choice, 49 FLA. L. REV. 663, 676 (1997).
42. Wais, supra note 8, at 878.
43. Id.
44. Gilhooley, supra note 41 (illustrating that the lack of market regulation in the
1980s spurred market growth); see also Wais, supra note 8, at 865 (stating, "[w]hen
an industry stands to expand and become more profitable, legislation often accompanies the expansion to assist and maintain that industry not only for the public's
benefit, but also for the politicians' benefit.").
45. See Swann, supra note 29 (noting that drug products that have a therapeutic
effect are those that change the chemistry of the body; however, dietary supplements, along with caffeinated beverages are considered quasi-therapeutic because
they alter the chemistry of the body, but not as significantly.
46. Id.
47. Id.
48. Wais, supra note 8, at 852.
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classify a dietary supplement as a food, drug, or food additive. 9 The
classification then dictated the standards that the dietary supplement would have to satisfy before entering the market." FDA's interpretation of the law at that time was that a dietary supplement
should be classified based on its intended use by the manufacturer."
This interpretation gave manufacturers the upper hand in controlling how the supplement was categorized and regulated.
The dichotomy created by FDCA, categorizing a dietary supplement as a "drug" versus a "food," is the prominent source of conflict between FDA and the dietary supplement industry." Dictated
by the considerable difference in food and drug approval methods,
the controversy has manifested as a battle between FDA and industry leaders over how to regulate dietary supplements.'
1. Food and Drug Approval Processes
In order for a new pharmaceutical, or drug, to enter the market, the manufacturer is subject to stringent pre-market approval.
In part, obtaining approval for a new drug's labeling and advertising
requires a showing of substantial evidence of safety and efficacy
through meticulous clinical research.' If dietary supplements were
classified as drugs, manufacturers would be subject to the same requirements, including required approval and scientific testing to
prove safety.
A "food product," on the other hand, requires no pre-market
approval and is considered safe unless the government can prove
49. Kaiser, supra note 6, at 1251.
50. Id. at 1251-52. (stating that under FDCA a supplement's classification as a
food additive forced the manufacturer to spend a considerable amount of time and
money to market the product).
51. Id. at 1252.
52.

Peter Barton Hutt, FDA Statutory Authority to Regulate the Safety of Dietary

Supplements, 31 AM.J.L. & MED. 155, 157 (2005). Wais, supra note 8, at 852. If the
product's labeling indicated a use for medicinal purposes, the product was deemed
a dietary ingredient and was regulated as a drug, which required that the manufacturer prove product safety. Id. Products represented solely for use to supplement
the diet were called dietary foods; these products were regulated under FDCA as a
food, which was presumed to be safe. Id.
53.

Gilhooley, supra note 41, at 671.

54. See infra Section III.B.1.
55. Hutt, supra note 52, at 182.
56. Id.
57. Deborah Burke & Anderson Page, Regulating the Dietary Supplement Industry:
Something Still Needs to Change, 1 HASTINGS Bus. L.J. 191, 129 (2005).
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that it may reasonably "injure the health of a consumer."' Any substance that may become a component of, or change the characteristics of a food is called a "food additive;" these products are also
within the category of "food." ' "Food additives," however, are presumptively unsafe and require pre-market approval by (1) filing a
food additives petition for the new ingredient, or (2) showing that
the ingredient is "generally recognized as safe" (GRAS).60 This requires the manufacturer to show, by scientific procedures, the new
ingredient is safe under the conditions of its intended use. 61 Dietary
supplements are currently regulated as a food; accordingly, they are
presumed to be safe and enter the market without FDA approval.6 2
The marked differences in the pre-market approval requirements
for "foods" and "drugs" illustrate why the dietary supplement industry has such a strong interest in the regulatory methods of dietary
supplements. 3
2. Continued History
In the early 1960s, through a combined effort of FDA and the
Federal Trade Commission (FTC),' dietary supplements were heavily regulated under the Food Additive Amendment to FDCA.'
These two organizations spent more money trying to regulate dietary supplements than in any other area.' The increased regulatory
efforts led to a 1962 goal of only approving those supplements for
which67there was a recognized need and eradicating "myths of nutrition.
58.
59.

U.S. v. Lexington Mill & Elevator Co., 232 U.S. 399, 411 (1914).
FDCA, 21 U.S.C. § 321(s) (2000) [hereinafter FDCA].

60. Id. § 348.
61. Id. § 348(a).
62. Burke & Page, supra note 57, at 128.
63. McCann, supra note 4, at 228 (stating that proof of safety and effectiveness,
at least in a clinical sense, is often hard to establish for dietary supplements).
(2004),
Commission,
to
the
Federal Trade
A
Guide
64. FTC,
http://www.ftc.gov/bcp/conline/pubs/general/guidetoftc.htm (stating that the
FTC has a long tradition of maintaining a competitive marketplace for both consumers and businesses by preventing unfair methods of competition in commerce).
65. Kaiser, supra note 6, at 1252 (stating that the amendment granted the FDA
the authority to regulate dietary ingredients as food additives and to evaluate the
safety of all new ingredients).
66. Id.
67. Id. at 1253. Examples of these "myths of nutrition" include statements such
as, "itis essentially impossible to obtain from our daily diets the nutrients we require," and "the modem processing of food strips them of virtually all nutritional
value." Id.
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Until this time, FDA had retained control of dietary supplement
regulation; however, the hyper-regulation of the early 1960s angered
parts of the American public, causing an immediate attack on FDA's
new approach.' It was not until 1973 that FDA retreated from its
"myths of nutrition" regulatory scheme.69
The dietary supplement industry won a small struggle when
FDA adjusted this position; however, FDA was not ready to concede
its position entirely.0 In an effort to stay in control of the dietary
supplement market, FDA altered its method of regulation and began prohibiting "irrational combinations" and dosages of vitamins
and minerals when sold as foods.7' Specifically, FDA stated that it
intended to treat high-dose supplements as drugs.7'
The Second Circuit gave qualified approval to this method of
regulation when it held that FDA had the authority to protect consumers from irrational combinations and excessive doses in National
NutritionalFoods Ass'n v. FDA.73 The court also held, however, that
FDA could not classify high-dose supplements as a drug.' FDA accepted this ruling as a victory.75
The 1974 case would mark a turning point for the dietary supplement industry. The court's ruling incited a strong reaction from
consumers who, through great lobbying efforts, pressured Congress
to take back some control of dietary supplement regulation.76 Congress responded with the Proxmire Amendment, which essentially
revoked FDA's ability to regulate supplements based on irrational
combinations or potency.' The amendment was further strengthened by a court decision striking down FDA attempts to limit potency. 78

68. Id. at 1254
69. Kaiser, supra note 6, at 1253.
70. See generally id. at 1253.
71. Id. at 1253.
72. Id.
73. 504 F.2d 761, 782 (1974). The court looked favorably on the FDA's attempt
to regulate the dietary supplement market more strictly. Id.
74. Id. at 789.
75. Kaiser, supra note 6, at 1253-54.
76. Id. at 1254.
77. See The Proxmire Amendment, Pub. L. No. 94-278, 90 Stat. 401 (1976)
(amending 21 U.S.C. § 349).
78. See generally National Nutritional Foods Ass'n v. Matthews, 552 F.2d 325
(10th Cir. 1977).
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The amendment and the court decisions "dissuaded the agency
[FDA] from routinely regulating these products," 79 and so FDA entered a period of regulatory restraint, acting only when a specific
safety concern arose.80 This period of restraint made it easier for
additional types of products to be sold as dietary supplements and
resulted in a significant expansion in the number of supplements on
the market by the 1990s.8"
The dietary supplement industry was thriving until the Fall of
1989, when 38 deaths and 1,500 adverse effects were attributed to Ltryptophan, an amino acid, sold as a dietary supplement and widely
used to promote bodybuilding.' The health crisis led to renewed
scrutiny of supplement safety." Determined to restore its strong
regulatory hold on the dietary supplement industry, FDA issued an
Advance Notice of Proposed Rulemaking (Advance Notice). ' The
Advance Notice stated in part that the immediate goal was consumer safety, but also indicated that many herbal drug products
would be the subject of regulatory action.' The Advance Notice
created controversy throughout the dietary supplement industry
because it was seen as an attempt by FDA to revert to the higher
levels of regulation as in the 1960s, and the industry feared removal
of many products from stores.' Leaders in the dietary supplement
industry warned that increased regulations would put retailers out
of business and diminish consumer rights to buy vitamins.'
The FDA Commissioner attempted to alleviate consumer fear
by making a statement that all products currently on sale would continue to be sold, so long as they did not present a safety hazard.'
79. FDA Regulation: Compliance by Dietary Supplement and Conventional
Food Establishments, (June 13, 1994) (writing by Mark V. Nadel, Associate Director,
National and Public Health Issues).
80. Gilhooley, supra note 41.
81. Id.
82. See Regulation of Dietary Supplements, 58 Fed. Reg. 33,690, 33,695-96 (June
8, 1993).
83. Gilhooley, supra note 41, at 677.
84. Id.
85. Id.
86. Id. at 678.
87. See Peter J. Cohen, Science, Politics; and the Regulation of Dietary Supplements:
It's Time to Repeal DSHEA, 31 AM.J.L. & MED. 175, 180 (2005). Leaders also organized a "national blackout day" where stores draped products in black that were the
target of the Advance Notice so that consumers could see what the FDA was trying
to take away. Id.
88. Legislative Issues Related to the Regulation of Dietary Supplements: Hearings of the
Senate Comm. on Labor and Human Resources, 103d Cong. 19 (1993).
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Consumer reaction to the Advance Notice, however, had already
stimulated enough support for the legislative efforts that would lead
to the passage of DSHEA'
Meanwhile, as it seemed the industry would easily take control
of regulation, Congress passed the Nutrition Labeling and Education Act of 1990 (NLEA).' NLEA required "foods" and "food supplements" to be labeled with certain nutritional information." This
again upset manufacturers who were concerned with the cost of additional research, and prompted an industry rally that called on
Congress to rethink the new requirements." Due to pressure from
the dietary supplement industry, Congress backed down by enacting
the Dietary Supplement Act of 1992 that placed a one-year moratorium on NLEAY
During that year, the supplement industry lobbied heavily to
have NLEA repealed.' The effort was unsuccessful, but those involved in the lobbying efforts were able to reorganize and consolidate into an impenetrable initiative for reforms to the laws governing dietary supplements.95 Respected consumer protection and public health organizations lobbied against DSHEA, but eventually lost
when Congress, siding with the lesser-known DSHEA supporters,
enacted DSHEA.'
C. A Look at the CurrentRegulatory Scheme: DSHEA
After DSHEA passed unanimously in both the House of Representatives and the Senate "7 it had four major impacts on the regulation of dietary supplements." First, it created a new, broad definition of dietary supplements and identified dietary supplements as a
sub-category of food.' This change was beneficial to manufacturers
because it gave dietary supplements the advantage of being consid-

89. Gilhooley, supra note 41, at 678.
90. NLEA, Pub. L. No. 101-535, 104 Stat. 2353 (1990) (codified as amended in
scattered sections of 21 U.S.C.) (repealed 1992).
91. Id.
92. Kaiser, supra note 6, at 1259.
93. Dietary Supplement Act of 1992, Pub. L. No. 102-571, 106 Stat. 4500 (1992)
(codified as amended in scattered sections of 21 U.S.C.).
94. Kaiser, supra note 6, at 1259.

95. Id.
96. Id. at 1259-60.

97. Id. at 1260-61.
98. Wais, supra note 8, at 853.
99. Id.
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ered safe without requiring any testing to substantiate the assumption."° Second, it created the Office of Dietary Supplements (ODS),
a sub-agency of FDA, that was given the power to research dietary
supplements and substantiate claims made by manufacturers."'
Third, the labeling requirements of dietary supplements became
more lenient, allowing structure or function claims to appear on the
supplements."2 Finally, the burden of proving product safety shifted
from the manufacturer, before the product was marketed, to FDA,
after the product was on the market.0 DSHEA established an entirely new regulatory scheme for dietary supplement products."°
III. ANALYSIS
DSHEA includes the following sections: definitions, safety requirements, labeling of dietary supplements, new dietary ingredients, good manufacturing practices, and administrative processes
with relation to dietary supplements." The content of each of these
provisions seems, at face value, to serve a specific purpose and even
to be entirely capable of serving that purpose; however, the shortcomings of DSHEA are real and should be attributed to a lack of
specificity of the included definitions and the design of each section.'" Three sections that have particularly noteworthy examples of
ambiguity are the definitions, safety, and labeling provisions.
A.

A Lack of Important Definitions has Created Overwhelming
Ambiguity within DSHEA

The breadth of the dietary supplement definition provides a
compelling source of ambiguity for DSHEA.' °7 A "dietary supplement" is defined generally as a product that bears or contains a vitamin, mineral, herb, amino acid, other botanical, or other dietary
substance for use by man to supplement the diet by increasing the
total dietary intake. 0 8 Further, the dietary supplement must be a
100. Id. at 854.
101. Id
102. Id. at 855.
103. Wais, supra note 8, at 855.
104. Robert G. Pinco & Paul D. Rubin, Ambiguities of the Dietary Supplement Health
and Education Act of 1994, 51 FOOD & DRUG L.J. 383, 383 (1996).
105. Dietary Supplement Health and Education Act, supra note 1.
106. See infra Part IV.
107. Pinco & Rubin, supra note 104, at 384.
108. Dietary Supplement Health and Education Act § 321(ff)(1)(A)-(F) (YEAR).
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product that is "intended for ingestion," must not be represented
for use as a conventional food or as a sole item of a meal or the diet,
and must be labeled as a dietary supplement.1° The definition specifically excludes dietary supplements from regulation as a food additive under FDCA. '0 Finally, the definition concludes by stating
that a dietary supplement shall be deemed a "food" within the
meaning of this act."'
The definition of a "dietary supplement" is expansive and representative of Congress' intent to include the broadest possible
range of ingredients."'2 The negative result of the broad definition
has been an exploitation of its ambiguous terms."3 Three words
within the definition that have been a source
of controversy are
4
"dietary substance," "ingestion," and "article.""
1. Dietary Substance
The term "dietary substance" is found in the "catch-all""' provision, under the "dietary supplement" definition, which includes "a
dietary substance for use by man to supplement the diet by increasing the total dietary intake.""' The phrase "dietary substance" is
part of the dietary supplement definition, but is not defined by
DSHEA or any other regulatory provision."' As a result, even products that are not used to "supplement the diet by increasing dietary
intake,""8 as the provision requires, are included as dietary supplements under this provision."'
The dietary supplement industry has historically interpreted the
term "dietary substance" broadly to include such products as mela109. Dietary Supplement Health and Education Act § 321(ff(2)(B)-(G)(YEAR).
110.

A PRACTICAL GUIDE TO FOOD AND DRUG LAW AND REGULATION 215 (Kenneth

R. Pina & Wayne L. Pines eds., 2nd ed. 2002).
111. Dietary Supplement Health and Education Act § 321(ff) (YEAR).
112. Bass & Marden, supra note 3, at 294 (stating that one reason for the breadth
of the definition was to assure the industry that ingredients used in dietary supplements before the DSHEA would still be available).
113. See generally U.S. v. Ten Cartons, More or Less, of an Article Ener-B Vitamin
B-12 72 F.3d 285 (2d Cir. 1995); Pharmanex v. Shalala 221 F.3d 1151 (10th Cir.
2000).
114. Susan Onel, Dietary Supplements: A Definition that is Black, White, and Gray, 31
AM.J.L. & MED. 341, 342 (2005).
115. Pinco & Rubin, supra note 104, at 384.
116. Dietary Supplement Health and Education Act § 321(ff(1)(E) (YEAR).
117. Onel, supra note 114, at 342.
118. DSHEA, supra note 116 (YEAR).
119. See Onel, supra note 114, at 342.

JOURNAL OF FOOD LAW & POLICY

[VOL. 2:361

tonin, shark cartilage, and coenzyme Q10.120 Ingredients such as
these, however, "do not fit the definition of vitamins, minerals, botanicals or amino acid, but represent a significant portion of the
dietary supplement marketplace." 21 1 Until recently, "little attention
was given to the fact that these products do not 'supplement the diet
by increasing the total dietary intake;'" however, FDA has made
statements that it would narrow the scope of the catch-all provision
by reducing dietary substances to include only dietary ingredients
that are commonly found in human food and drink."' Narrowing
the scope of the "dietary substance" provision would be helpful because a thorough reading of the "catch-all" provision, as is, would
require asking three questions: (1) is it a dietary substance? (2) is it
used to supplement the diet? and (3) will it increase the dietary intake?12' DSHEA, however, does not provide a framework for answering these questions; therefore, they are not easily answered. 4
Narrowing the scope of the term "dietary substance" would
pose problems for a large number of dietary supplement products
and have a significant impact on "a coalition of three of the largest
supplement associations, the National Nutritional Foods Association, the Council for Responsible Nutrition, the American Herbal
Products Association, as well as manufacturers, retailers, and raw
industry."' 2 5
supplement
the
for
suppliers
material
The response, to FDA's suggested interpretation, was a citizen petition requesting that 26FDA restate its position, and since then, FDA
has taken no action.'
2. Intended for Ingestion
The definition of a dietary supplement also requires that the
product be "intended for ingestion. ""7 This, by definition, would
exclude topical creams, nose-sprays and injectables. Yet, manufac-

120. Id.
121. Id.
122. Id. at 34243.
123. Pinco & Rubin, supra note 104, at 384.
124. Id.
125. Onel, supra note 114, at 342.
126. Id. at 34243
127. DSHEA § 321(ff)(2)(A)(i).
128. Pinco & Rubin, supra note 104, at 384.
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turers have still attempted to pass such products as dietary supplements.
FDA has been able to assert some regulatory control in the
form of "courtesy letters." 3 In fact, many companies have received
"courtesy letters" from FDA stating that their product does not fall
under the definition of a dietary supplement.5 ' The letter explains,
that dietary supplements must be "intended for ingestion" in "tablet,
capsule, powder, softgel, gelcap, or liquid form.'51 2

The letter fur-

ther explains the definition of "ingestion," that the company's product does not meet this definition, and therefore cannot be categorized as a dietary supplement."' In support of this decision, FDA
relied on United States v. Ten Cartons,M which held that a vitamin
product intended to be applied inside the nose does not come
within the meaning of a dietary supplement."0
This example illustrates an important aspect of the problems
with DSHEA. Here, even where Congress has provided a clear, understandable definition, the dietary supplement industry still attempts to test boundaries, which results in litigation.' This time,
the court agreed with FDA, but if FDA is to have any control over
dietary supplements, the act should be inclusive of definitions so
that companies cannot challenge each FDA decision in court before
accepting FDA's ruling.'37 In addition, even in the wake of this decision, and FDA taking an affirmative position on the definition of
"ingestion," some companies, with products such as lozenges and
mouthwashes, have succeeded in marketing their products as dietary
supplements by focusing on the fact that the product only has an
129. See generally Ten Cartons, 72 F.3d 285. The manufacturer asserted that a
product topically applied on the interior nasal wall was in fact a dietary supplement.
Id. at 287.
130. "Courtesy letters" are mailed prior to the FDA taking official action and
allow the manufacturer to correct the problem without legal interference. See, e.g.,
Courtesy Letter from Susan J. Walker, Dir., Div. of Dietary Supplement Programs,
FDA, to Sara Katz, President, Herb Pharm. (Jan. 15, 2004) (regarding herbal

mouthwash),
http://www.fda.gov/ohrms/dockets/dailys/04/July04/071204/
071204.htm (last visited Jan. 3, 2007).
131. Pinco & Rubin, supra note 104, at 384.
132.

Dietary Supplement Health and Education Act § 350(c)(1)(B)(i).

133. See Onel, supra note 114, at 343-44. "[I]ngestion means to take into the
stomach and gastrointestinal tract by means of enteral administration and not by
transmucosal or sublingual absorption." Id.
134. Ten Cartons, 72 F.3d 285.
135. Ten Cartons, 72 F.3d at 286; see also Pinco & Rubin, supra note 104, at 384.
136. See generally Ten Cartons, 72 F.3d 285.
137. See generally infra Part IV.
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effect after it is absorbed in the gastrointestinal system."u This suggests that there is simply not enough continuity or power in DSHEA
for FDA to have effective control over dietary supplements.
3. What is an Article?
Another term that has required clarification through litigation
is found in sub-part three of the statutory definition of a dietary
supplement. 39' Sub-part three is divided into two provisions: the first
dictates what types of products are included in the definition, and
the second delineates, which types of products are excluded.'4 ° Each
of these sections uses the noun "article" as a placeholder for the
item in question. 4 '
The ambiguity of the term "article" was assessed in Pharmanex,
due to a dispute over whether the term "article" refers to a component, or a finished product.4" Pharmanex, a pharmaceutical company, marketed Cholestrin as a dietary supplement for maintaining
a healthy cholesterol level.1" The alleged dietary supplement was
composed solely of traditional milled red yeast rice, which FDA argued was a natural source of mevinolin, and is chemically indistinguishable from lovastatin, the active ingredient in the prescription
drug Mevacor.' 5 As a result, FDA advised Pharmanex that it considered Cholestrin to be a drug and therefore required pre-market approval by FDA.' 6 FDA subsequently barred Pharmanex from importing red yeast rice, and Pharmanex, in turn, brought an action
for preliminary injunction and declaratory judgment against FDA."7
The case required the court to decide whether the product
Cholestrin was subject to 21 U.S.C. § 321(ff)(3)(B). 8 FDA asserted
that lovastatin itself, was an "article" approved as a new drug.' 9
Therefore, according to 21 U.S.C. § 321(ff)(3)(b), the product would

138. See Onel, supra note 114, at 343-44.
139. See generally Pharmanex v. Shalala, 35 F. Supp. 2d 1341 (C.D. Ut. 1999) (reversed); see also Pharmanex 221 F.3d 1151.
140. Dietary Supplement Health and Education Act § 321(ff(3).
141. Id.
142. 35 F. Supp. 2d 1341 (C.D. Ut. 1999) (reversed).
143. Pharmanex, 35 F. Supp. 2d at 1346-47.
144. Id. at 1344.
145. Id.
146. Id. at 1344-45.
147. Id. at 1344.
148. See generally Pharmanex, 35 F. Supp. 2d 1341.
149. Id. at 1346.
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be excluded from the definition of a dietary supplement.'0 The
court, however, agreed with Pharmanex and determined that "article" refered to the finished drug product only, and not a component
of the product."' Based on the district court's ruling DSHEA was
unable to keep Cholestrin
from being marketed and regulated as a
2
dietary supplement.1

The decision, if implemented, would have two effects.' First,
under the court's interpretation, any slight variant to a prescription
drug would circumvent the exclusionary component of DSHEA's
dietary supplement definition.'" This would encourage dietary supplement manufacturers to find slight variants or alternatives to prescription drugs and undermine the prescription drug market by selling the variants or alternatives as dietary supplements.'
Second,
the decision "encourages manufacturers of dietary supplements to
find and market 'natural' substances, which are the active ingredients in prescription drugs, without going through the [new drug
approval] process otherwise required.' ' .6 Therefore, prescription
drug manufacturers would be discouraged from going through
clinical trials for fear that a dietary supplement manufacturer could
market the same product at a lower cost and with less regulation.'
FDA appealed, and the decision was overturned.'
The
Tenth Circuit Court of Appeals noted that definitions within
DSHEA, including the word "article," are often interpreted
broadly.' The court therefore held that the act uses the term "article," in 21 U.S.C. § 321(g)(1)(A)-(C), while referring to both products and their components.' ° The act also uses the terms "product"
and "active ingredients" in other sections.'6 ' The use of these other
terms suggest that the drafters were aware of their word choice and

150. Id.
151. Id. at 1348.
152. See generally Pharmanex, 35 F. Supp. 2d 1341.
153. Robert C. Pinco & Todd H. Halpern, Guidelines for the Promotion of Dietary
Supplements: Examining Government Regulation Five Years After Enactment of the Dietary
Supplement Health and Education Act of 1994, 54 FOOD & DRUG L.J. 567, 571 (1999).
154. Id.
155. Id.
156. Laura A. W. Khatcheressian, Regulation of Dietary Supplements: Five Years of
DSHEA, 54 FOOD & DRUG L.J. 623, 634 (1999).
157. Id.
158. See generally Pharmanex, 221 F.3d 1151.
159. Id. at 1159-60.
160. Id. at 1156.
161. Id.
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therefore used the word "article" with purpose to mean both component and finished product.62'
This decision was positive for FDA and DSHEA, because it
showed that DSHEA was serving its purpose to regulate dietary supplements.6 ' Further, the decision became important for consumers
when extended research showed that lovastatin can cause liver dysfunction and should not be used by women who are likely to become pregnant." If lovastatin was allowed to be marketed as a dietary supplement, this information would have never reached the
public given that dietary supplements require no pre-market approval."
4. Ambiguity in DSHEA has Influenced Industry Behavior
The ambiguities in DSHEA have been a source of litigation between FDA and the industry." In addition, DSHEA regulation has
affected industry behavior and the relationship between FDA and
manufacturers.' 7 Specifically, the lack of pre-market regulation has
encouraged manufacturers to manipulate their products to fit within
the definition of a dietary supplement."
A case on point is Johnson & Johnson's efforts to market
Benecol (a margarine that purported to lower cholesterol levels) as a
dietary supplement rather than as a food or drug.'" FDA made a
finding that the active ingredient in the product represented an unapproved food additive and therefore required FDA pre-market approval.'70 Following FDA's decision, however, FDA and Johnson &
Johnson engaged in a lengthy negotiation where they compromised.' The decision indicated the product would be designated as
a food, not a dietary supplement, and would enjoy GRAS status (like
"food") and not subject to pre-market approval (analogous to a die162. Id.
163. Khatcheressian, supra note 156.
164. Id.
165. Id.
166. See supra Section III.A.1-3.
167. McCann, supra note 4, at 248.
168. This is especially true since products that are not new dietary ingredients
require no pre-market evaluation. See Ziker, supra note 15, at 279. Indicating
products will get to stay on the market until the FDA takes the affirmative step of
removing them regardless of whether or not the product is in fact a dietary supplement. Id.
169. McCann, supra note 4, at 248.
170. Id.
171. Id
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tary supplement)."
It seems, the mere presence of DSHEA has
given manufacturers a "certain degree of negotiating leverage" with
FDA that is reducing regulatory costs outside of the dietary supplement industry.'T
B. Ambiguity in the Safety Provision of DSHEA
The concerns with the safety provisions of DSHEA are arguably
based in "the essential fiction" that "because dietary supplements
are considered 'foods,' they need not be subject to the stringent requirements for new drug approval."'74 This belief has led to the
statutory presumption that because a dietary supplement is a "food,"
it is safe, and further, that components of food can be taken in large
quantities without producing ill effects.'75
DSHEA explicitly removes dietary supplements from regulation
as drugs, as food additives, and, interestingly, also as a conventional
food.'"6 Instead, the regulations under DSHEA are specific to dietary supplements and provide that a manufacturer must merely notify FDA, and provide "some evidence" that the new dietary ingredient is "reasonably safe" seventy-five days prior to marketing the
product,"' with the exception that products marketed before October 15, 1994, are completely exempt from this requirement. 8
Once a product is on the market, FDA has three methods of
regulation. 9
First, FDA may regulate a "grandfathered supplement, "" or other dietary supplement if it can prove that the supplement is adulterated and presents an unreasonable risk of illness
172. Id.
173. Id.
174. Cohen, supra note 87, at 191.
175. See id.; see also Burke & Page, supra note 57, at 130.
176. Foods demonstrate their safety by long-term use and presence in the market,
or new foods have to prove that they are GRAS, a standard that had been tested
and well understood by the FDA. See DSHEA § 342(f).
177. DSHEA § 350b(b).
178. These products are simply "dietary supplements" and are not subject to the
regulations of a "new dietary ingredient." See generally DSHEA § 350b(c).
The
only distinction between a new dietary ingredient, which requires pre-market approval, and "dietary supplements," which do not require any pre-market approval,
is the date of first market. Id. The result is that unsafe products marketed before
October of 1994 will not be removed from the market until citizens are harmed by
the product, while unsafe products trying to be sold after October of 1994 will be
evaluated by the FDA to ensure consumer safety. Id.
179. See generally DSHEA § 342.
180. See DSHEA § 342. A supplement marketed before October 15, 1994, required no pre-market approval.
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or injury under the conditions recommended or suggested in the
labeling.'81 Second, DSHEA provides for an emergency measure
whereby the Secretary of the United States Department of Health
and Human Services (HHS)"82 has the authority to declare that a dietary supplement presents an imminent and substantial hazard to
public safety.I" This administrative determination results in the ban
of that product from the marketplace.'" Third, FDA is able to monitor supplements through Adverse Event Reports (AER), this comprises their post-market regulatory ability." The AER system consists of voluntary reporting from industry participants, health care
providers, and consumers." The well-intentioned system, however,
is less than perfect. The Inspector General'87 for HHS 1' estimates
that the AER system reveals less than one percent of actual adverse
reactions to dietary supplements.
At first glance, this section provides FDA with substantial discretion to take regulatory action, allowing the agency to use its
judgment in determining what constitutes a significant or unreason181. DSHEA § 342(f)(1)(A)(i). Specifically, the dietary supplement must meet the
adulteration standard under 21 U.S.C. § 342(a)(1)(YEAR?). Section 3 4 2(a)(1) states
that a food is deemed adulterated "[i]f it bears or contains any poisonous or deleterious substance which may render it injurious to health; but in case the substance is
not an added substance such food shall not be considered adulterated under this
clause if the quantity of such substance in such food does not ordinarily render it
injurious to health." DSHEA § 342(a)(1).
182. HHS, Biography of Mike Leavitt: Secretary of HHS, (Jan. 26, 2005),
http://www.hhs.gov/about/bios/dhhssec.html (last visited Sept. 7, 2006) (stating
that Michael 0. Leavitt is the 20th Secretary of HHS, and as Secretary, he leads
national efforts to protect the health of all Americans and provide essential human
services to those in need).
183. See DSHEA § 342(f)(1)(C); see also Kaiser, supra note 6, at 1263 (indicating
this will only happen if the secretary becomes aware of a large amount of adverse
event reports).
184. Bass & Marden, supra note 3, at 288.
185. McCann, supra note 4, at 251.
186. Id.
187. HSS, Office of the Inspector General (OIG), Mission, http://www.
oig.hhs.gov/organization/OIGmission.html (last visited Sept. 7, 2006) (stating that
the OIG protects the integrity of HHS programs, and has a responsibility to report
to the Secretary and to the Congress program and management problems, along
with recommendations).
188. HHS, What We Do, (2005), at http://www.hhs.gov/about/whatwedo.html/
(last visited Sept. 7, 2006). "The Department of Health and Human Services is the
United States government's principal agency for protecting the health of all Americans and providing essential human services, especially for those who are least able
to help themselves." Id.
189. McCann, supra note 4, at 251.
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able risk.'" If, however, FDA recognizes a problem and is inclined
to remove the product, the statutory requirement is that the burden
of proof must fall on FDA to show that the product is not safe or
more specifically, adulterated.'9 ' With the burden of proof on the
government, the manufacturers are under no requirement to participate by offering adverse event reports or information on product
safety."2 Further increasing FDA's burden, DSHEA lays out certain
legal procedures to be followed concerning dietary supplement
safety enforcement. 9' These procedures have the effect of removing some FDA power over administrative review of dietary supplements. '4
1. No Control: Ephedra
In 1997, FDA took its first step into the ephedra'9" controversy," noting that while ephedra accounted for only one percent of
dietary supplement sales it was accounting for sixty-four percent of
the AERs.1' FDA proceeded with proposed dosage limitations on
ephedra and recommended strongly worded warnings. ' Due to
190. See Bass & Marden, supra note 3, at 289 (arguing that the DSHEA gives the
FDA substantial regulatory control); but see Nutracuetical v. Crawford, 364 F. Supp.
2d 1310 (D. Utah, 2005) rev'd sub nom. Nutraceutical Corp. v. Von Eschenbach, 459

F.3d 1033 (10th Cir. 2006) petitionfor cert. filed, 75 USWL 3368 (Jan. 3, 2007)(06922) (holding that the FDA's use of a risk/benefit analysis was inappropriate)and
supra note 20 and accompanying text.
191. DSHEA § 342(f0()(O).
192. Noah, supra note 24, at 150.
193. Specifically, when in court on any issue under 21 U.S.C. § 342(f)(1), such
issue is to be decided de novo by the court rather than by deferring to the FDA
interpretation. Id. Additionally, before the government takes action in the form of
a civil proceeding concerning dietary supplements under 21 U.S.C. § 342(f)(1)(A),
the adverse party must receive proper notice and an opportunity to be heard.
DSHEA § 342(f)(2).
194. DSHEA § 342(0(2).
195. Michael Sachs, Ephedra and the Failure of Dietary Supplement Regulation, 54
CATH. U. L. REv. 661, 662-63 (2005). "Ephedra is a plant species which has long
been used for medicinal purposes." Id. Ephedra is a "naturally occurring chemical
[stimulant] that cause[s] numerous physiological responses in the body such as
increased blood pressure, heart rate, and brochodilation." Id. "Today, many people purchase dietary supplements containing [ephedra] as a means to increase energy or lose weight." Id.
196. See id. at 682.
197. Ellen Relkin, In re: Ephedra Products Liability Litigation. PCC Memorandum in
Opposition to Ephedra Defendant's Motion to Preclude Plaintiffls Expert Opinion as to
General Causation, SK075 A.L.I.-A.B.A. 425, 445 (2005).
198. Id.
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limitations in DSHEA and a lobbying against the proposed rules,
however, the restrictions and warnings never became mandatory.'"
Over the next six years, FDA solicited comments, gathered AERs,
and, hoping to strengthen its case, commissioned research studies to
assess the risks versus the benefits of ephedra.2 1' The commissioned
studies, however, came back with little useful information, noting
inconsistent data and a low number of AERs. ° States, concerned
for their citizens, quickly recognized that the federal government
was not able to regulate ephedra effectively,2 ' and over half of the
states created legislation limiting the use and sale of ephedra; three
states, New York, Illinois, and California, banned the sale of
ephedra) °
On February 6, 2004, FDA issued a final rule concluding that
dietary supplements containing ephedra were adulterated because
they presented an unreasonable risk of illness or injury.' ° Announcing:
Government's burden of proof for 'unreasonable risk' is met when a
product's risks outweigh its benefits in light of the claims and directions
for use in the product's labeling or, if the labeling is silent, under ordinary conditions of use. 'Unreasonable risk' thus, represents a relative
weighing of the product's known and reasonably likely risks against its
known and reasonably likely benefits. °5

This final rule, however, did not stand up in court when
Nutraceutical, a dietary supplement producer, sued FDA. °
Nutraceutical requested that the final rule be declared invalid and
FDA be enjoined from taking enforcement action against the company for its sale of certain products containing ephedra °
The court never reached the issue of safety and instead focused
on FDA's standard for determining "unreasonable risk."2

°8

Citing

199. Id. See also Sachs, supra note 195 at 683.
200. See Sachs, supra note 195, at 682-84.
201. See id. at 683-85.
202. Id. at 685.
203. Id. at 685-87.
204. Final Rule Declaring Dietary Supplements Containing Ephedrine Alkaloids
Adulterated Because They Present an Unreasonable Risk, 69 Fed. Reg. 6788
(2004)[hereinafter Final Rule Ephedra].
205. Id. at 6822.
206. See generally Nutracuetical v. Crawford, 364 F. Supp. 2d 1310 (D. Utah, 2005)
rev'd sub nom. Nutraceutical Corp. v. Von Eschenbach, 459 F.3d 1033 (10th Cir.
2006) petitionfor cert.filed, 75 USWL 3368 (Jan. 3, 2007)(06-922). But see supra note
20 and accompanying text.
207. Id. at 1311.
208. Id. at 1313-14.
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the language of DSHEA, FDA argued that the standard of proof
required FDA to prove a "significant" or "unreasonable risk".2 ' Further, FDA argued that the words "significant" and "unreasonable"
2
have two distinct meanings..
"
The term "significant" requires an
inquiry into the risk of a product alone, while the "unreasonable"
standard requires a comparison of the risks and benefits. 11 Moreover, "[a] risk could be significant, but reasonable if the benefits
were great enough to outweigh the risks." 212 Further, FDA believed

that in using the "significant risk" standard was unnecessary since it
is included in the statute only as an alternative to the "unreasonable
risk" standard.23 The plaintiffs motion for summary judgment
asked the court to determine whether FDA's risk benefit analysis
was appropriate under DSHEA and whether its findings support the
final rule that some ephedra products pose a "significant" or "unreasonable risk."2 4 The court held that the use of a risk-benefit
analysis was not appropriate under DSHEA and therefore failed to
prove the findings of the final rule, that certain ephedra products
were adulterated.1
The outcome of this case illustrates problems within DSHEA.
First, DSHEA does not provide a definition of an "unreasonable
risk," forcing FDA to rely on the statutory language of FDCA.1 6
Second, the lack of definition and explanation of terms such as,
"unreasonable risk," forces FDA to rely on statutes outside DSHEA
and in doing so, the agency risks losing the benefit of deference in

209. Id. at 1314.
210. Id.
211. Id. at 1314.
212. Nutracuetical v. Crawford, 364 F. Supp. 2d 1310 (D. Utah, 2005) rev'd sub
nom. Nutraceutical Corp. v. Von Eschenbach, 459 F.3d 1033 (10th Cir. 2006) petition for cert. filed, 75 USWL 3368 (Jan. 3, 2007)(06-922) (citing Final Rule Declaring
Dietary Supplements Containing Ephedrine Alkaloids Adulterated Because They
Present an Unreasonable Risk, 69 Fed. Reg. 6,788 (Feb. 11, 2004)).
213. Id.
214. Id. at 1316.
215. Id. at 1318.
216. Id. at 1318. The FDA refers the court to the provisions of the FDCA governing medical devices and to the Toxic Substances Control Act (TSCA). Id. FDCA
states in part, "the requirement that risk be unreasonable contemplates a balancing
of the possibility that illness or injury will occur against the benefits of use." FDCA,
21 U.S.C. § 360c(a)(1) (1976). TSCA defines unreasonable risk as, "balancing the
probabilities that harm will occur and the magnitude and severity of that harm
against the effect of proposed regulatory action on the availability to society of the
benefits of the substance or mixture." Regulation of Hazardous Chemical Substances and Mixtures, 15 U.S.C. § 2605(a)(1976).
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Finally, the decision that held the balancing test inappro-

priate, did not offer a suggestion as to what analysis would be appropriate, 28 and while the court noted a possible problem with the
exclusion of the "significant" provision from the risk assessment, it
failed to rule on the matter. 19 What FDA, industry, and consumers
are now faced with is an assurance of further litigation, no clear
standard of how to prove "unreasonable risk," and the precedent
that FDA rulings are subject to court approval. 2 ' The result was and
still is that FDA has minimal ability to police the safety of dietary
supplements."I
C. Labeling
A final area of concern within DSHEA is the labeling portion
because where labels on dietary supplements should be the first line
of defense for consumers who are trying to find safe products, the
regulation is minimal and the language is open for exploitation.'
The section of DSHEA, titled "Statements of Nutritional Support,"
involves the statements that are permissible on dietary supplement
labels." This section includes three types of claims: health claims,
217. See Id. at 1317-18. The court applies deference to an agency when the statute
is found to be ambiguous. See generally Chevron U.S.A., Inc. v. Natural Res. Def.
Council, Inc., 467 U.S. 837, (1984). A statute is found to be ambiguous if it is "capable of being understood in two or more possible senses or ways." Houghton ex
rel. Houghton v. Reinertson, 382 F.3d 1162, 1169 (10th Cir. 2004). (quoting
Chickasaw Nation v. United States, 634 U.S. 84, 90 (2001)). In Nutraceutical, the
court found that congressional intent was for the FDA to bear the burden of proof
to show that a dietary supplement is adulterated and therefore, since the balancing
test would require the manufacturer to offer proof of benefit, the statute is unambiguous, and the balancing test is inappropriate. Nutracuetical, 364 F. Supp. 2d
1310. But see supra note 20 and accompanying text.
218. Nutracuetical v. Crawford, 364 F. Supp. 2d 1310 (D. Utah, 2005) rev'd sub
nom. Nutraceutical Corp. v. Von Eschenbach, 459 F.3d 1033 (10th Cir. 2006) petition for cert. filed, 75 USWL 3368 (Jan. 3, 2007)(06-922) (stating that "FDA's definition of 'unreasonable' entailing a risk-benefit analysis is [sic] improper"). But see
supra note 20 and accompanying text.
219. Id. at 1318 (ruling only that the analysis was inappropriate).
220. See generally id.
221. See generally id.
222. Stephanie Kauflin, Dietary Supplements: Is Availability Worth the Risks? Proposed
Alternatives to the Present DSHEA Scheme, 33 SETON HALL L. REV. 411, 422-23 (2003).
223. DSHEA § 301(m). Labeling is defined as "all labels and other written,
printed or graphic matter (1) upon any article or any of its containers or wrappers,
or (2) accompanying such article." Id. While, historically, FDA has interpreted this
definition to include all literature in conjunction with the sale of a product,
DSHEA, exempts certain types of literature and therefore has granted greater free-
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structure/function claims, and nutrient content claims.2 2 '

Health

claims, and their sub-category of "qualified health claims," require
some FDA approval, while nutrient content claims and structure/function claims do not require any specific approval.

25

As to

all types of claims, however, 21 U.S.C. § 343(r) indicates that a
statement may be presented to the public if the statement claims a
health benefit that is not a claim to diagnose, mitigate, treat, cure, or
prevent a specific disease.

26

The statements must be truthful, not

misleading, and the manufacturer must have substantiation that the
claim is truthful and not misleading. 7 A label publishing one of
these types of claims, also must include the following statement,
has not
prominently displayed in boldface type: "This statement
228
been evaluated by the Food and Drug Administration.

Prior to enactment of DSHEA, a product was regulated based
on its label's suggested function. 2' Therefore, any product that suggested that it could cure or mitigate a disease or affect the structure
and function of the body, was considered a drug and required FDA
Congress, however, sought to remove dietary suppleapproval.2
ments from the regulation of drugs; therefore, DSHEA stipulates
that dietary supplements are food, and structure/function claims
are permissible without specific approval.'
On April 29, 1998, FDA proposed, Regulations on Statements
Made for Dietary Supplements Concerning the Effects of the Product on the Structure or Function of the Body.2 The proposed regulations became the final rule, which was issued in January of 2000.3
The final rule prohibited disease related claims and allowed strucdom for the supplement industry. Kauflin, supra note 222, at 422-23. The specific
guidelines for the labeling exemption are included in section five of DSHEA codi-

fied at DSHEA § 343-42.
224.

Kauflin, supra note 222, at 422-23.

225. Office of Nutritional Products, Labeling, and Dietary Supplements, Center
for Food Safety and Applied Nutrition (CFSAN), Claims That Can Be Made for Conventional Foods and Dietary Supplements, (Sept. 2003) at http://www.

cfsan.fda.gov/-dms/hclaims.html (last visited Jan. 29, 2006).
226.
227.

DSHEA § 343(r).
DSHEA § 343(r).

228. DSHEA § 343(r)(6).
229. Hutt, supra note 52; Wais, supra note 8, at 852.
230. See Hutt, supra note 52; Wais, supra note 8, at 852.
231. Arnold I. Friede, Dietary Supplements: Background for Dialogue Between the
Industry and the Medical Profession, 53 FOOD & DRUG L.J. 413, 417 (1998).

232. Cohen, supra note 87, at 185.
233. Regulations on Statements Made for Dietary Supplements Concerning the
Effect of the Product on the Structure or Function of the Body, 65 Fed. Reg. 1000
(2000).
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ture/function claims." Like DSHEA legislation, the final rule neither included pertinent definitions nor did it define the permissible
types of structure/function claims.2 ' As a result, the limits on these
statements are still not clear.
M

1. Structure Function Claims: A Dietary Supplement to Fix Your
Abnormal Structure
Although there is no definition for a structure/function claim,
the final rule issued in 2000 did attempt to clarify the structure/function claim by clearly defining the term "disease."27 The
expectation was that by implication of the "disease" definition, permissible structure/function claims would be obvious.2' The vague
definition of "disease," however, allows manufacturers to claim that
their products affect the structure and function of the body without
stating that they have the ability to cure disease." The definition
specifically states, "[t]hese criteria are not intended to classify as disease claims, statements that refer to the ability of a product to maintain healthy structure or function. " M Therefore, the definition of
"disease" impliedly creates two categories, "disease" and "abnormal
structure and function." 4' For the layperson, it is virtually impossible to distinguish between the disease and the abnormal structure
and function, and the statute fails to provide a bright line.
As an example, arthritis is a disease caused by the inflammation
of the joints and soft tissue.43 Therefore, while a dietary supplement
may not claim to cure arthritis, the disease, it may claim to "maintain joint health and flexibility," the abnormal structure and func-

234. Cohen, supra note 87, at 185.
235. Friede, supra note 231.
236. See Pinco & Rubin, supra note 104, at 388.
237. Food Labeling, 21 C.F.R. § 101. 9 3 (g)(1) (2005).
238. Friede, supra note 231, at 417.
239. "For purposes of [DSHEA § 343(r)(6)], a 'disease' is damage to an organ,
part, structure, or system of the body such that it does not function properly (e.g.,
cardiovascular disease), or a state of health leading to such dysfunction (e.g., hypertension); except that diseases resulting from essential nutrient deficiencies (e.g.,
scurvy, pellagra) are not included in this definition." 21 C.F.R. § 101.93(g)(1)
(2005); see also Cohen, supra note 87, at 185.
240. Food Labeling, 21 C.F.R. § 101. 9 3 (g)(2) (2005).
241. See Cohen, supra note 87, at 185.
242. Id at 185-86.
Arthritis, http://encarta.msn.com/
Encyclopedia,
Online
243. Encarta
encyclopedia_761561517/Arthritis.html (last visited Jan. 29, 2006).
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tion. 2"
At issue is the prospect that the allowance of structure/function claims will encourage undesirable word phrasing to
avoid the regulation required of health claims. 2

5

As another exam-

ple, if a supplement label claimed to "reduce the onset of cataracts"
it would be a health claim, and therefore require FDA approval. 6
Yet the same label that claims to "promote healthy vision," will require no approval as a structure/function claim. 247

Although the

structure/function claim is clearly less specific, laypersons may easily
assume the two claims represent similar therapeutic value.' 8 Allowing dietary supplements to make these kinds of claims does align
with the Congressional intent to increase consumer access to dietary
supplements and information."9 Yet, realistically, the new information is useless, since the long-term health effects of supplement use,
or how supplements interact with prescription medications is not
known. 5 '
2. Substantiation: Believing Everything You Read
Once a claim is decidedly a structure/function claim, the only
safety requirement is that a manufacturer must be able to substantiate its claim.2 5' The ambiguity rests in the fact that it is not clear how
much data a manufacturer needs to substantiate a structure/function claim sufficiently. 51 It is also unclear if the substantiation has to be product specific. 52 There is no indication as to
whether the substantiation of a claim for one product indicates a
green light for a product that is the same consistency or substantially
the same consistency to make the same claim.2
The "substantiate" standard actually appears twice in DSHEA:
first, in the New Dietary Ingredients section and again in reference
to label claims.2
Neither section defines the term "substantiate,"

244.
245.
246.
247.
248.
249.

Cohen, supra note 87, at 186.
See McCann, supra note 4, at 248.
Id. at 249.
Id.
Id.

250.

Bass & Marden, supra note 3, at 287.
See Sardina, supra note 14, at 129.

251.

DSHEA § 343(r)(6)(B).

252.

Pinco & Rubin, supra note 104, at 393.

253. Id.
254. Id. at 394.
255.

Gilhooley, supra note 41, at 702.
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and FDA guidance on the topic is unclear.2 5 Therefore, manufacturers have again taken advantage of the vagueness of DSHEA and
the substantiation requirement by the use of inconclusive571preliminary results as substantiation for structure/function claims.

In November of 2004, FDA announced initiatives to provide
guidance to the dietary supplement industry.5 8 Among these initiatives is "draft guidance" to attempt to define the level of substantiation necessary to make a structure function claim while also maintaining "flexibility in the precise amount and type of evidence that
constitutes adequate substantiation."2

9

The press release announc-

ing the initiative indicated the FDA's hope to coordinate with FTC
efforts to stamp out fraud in dietary supplement labeling. ° Chairman Deborah Platt Majoras added, "[t]he guidance FDA has issued
today sends a clear and strong reminder to marketers that claims
about the benefits of dietary supplements, wherever they appear,
must be truthful and substantiated by high quality scientific evidence."1

'

These are strong words; however, the proposal is only

guidance and, as such, the industry is not legally obligated to follow
it.212 The draft guidance, though a step in the right direction, fails to

draw a bright line rule for manufacturers to follow.
IV. AMENDING DSHEA: PROPOSALS ON THE FLOOR OF
THE 109T CONGRESS

DSHEA was premised on the positive role of nutrition in preventative health care and supported by the recognition that consumers want information and access to a "broad range of safe products."12

3

Yet, however pure the intent of the legislature, the fact re-

256. Guidance for Industry: Substantiation for Dietary Supplement Claims Made
Under Section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act, 69 Fed. Reg.
64,962 (Nov. 9, 2004)[hereinafter Guidance].
257. Pinco & Halpern, supra note 153, at 576.
258. FDA, FDA Announces Major Initiatives for Dietary Supplements (Nov. 4,
2004), availableat http://www.fda.gov/bbs/topics/news/2004/NEWO 1130.html.
259. Guidance, supra note 256, at 64,962.

260.

Kaiser, supra note 6, at 1252.

261. Guidance, supra note 256, at 64,962.
262. See generally FDA, Fact Sheet on FDA's Draft Guidancefor Industry: Substantiaavailable at
4,
2004,
Claims, Nov.
tion for Dietary Supplement
http://www.cfsan.fda.gov/ dms/dsclmfs.html.
263. Bass & Marden, supra note 3, at 287.
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mains that DSHEA has not reached this goal. 2'
This notion has
been recognized by lawmakers since the inception of DSHEA, as
each new Congressional session has witnessed an array of proposed
legislation,
all attempting to reconcile the shortcomings of
65
DSHEA.
At the close of the 108th Congress there were three bills left on
the floor that would have affected the dietary supplement industry
and FDA regulation.2 ' Now, in the 109th congress, each of the
three bills has returned with a few changes.
One of the bills currently before the House of Representatives
is the Dietary Supplement Access and Awareness Act. 267 This bill
would affect marketers of herbal dietary supplements by amending
the law in several ways. 2 ' First, it would require companies to report
to the Secretary of HHS a list of their products, product labels, and
at the discretion of FDA, a quantitative listing of all ingredients.6 9
Second, it would mandate submission of serious adverse event reports to FDA.2 7 Third, it would authorize the Secretary of HHS to
require a manufacturer to conduct post-market research, or prove a
product is not adulterated. 7'
A second bill, Consumers Access to Health Information Act,
would "permit the accurate label and labeling claims of the curative,
mitigation, treatment and prevention effects of foods and dietary
supplements on disease and health-related conditions." 72

This bill

changes the expansive definition of the word disease and is hoped
to have a significant effect on structure/function claims. 72
Finally, a third bill, DSHEA Full Implementation and Enforcement Act of 2005, proposes to ensure the goals of DSHEA are
met by authorizing appropriations to fully enforce and implement
DSHEA.274 Specifically, the proposed act will meet these goals by
264. See Sardina, supra note 14, at 124 (stating that "[e]ven a principal sponsor of
DSHEA, Congressman Bill Richardson, admitted there was a need to reform
DSHEA").
265. See generally H.R. 4747, 108th Cong. (2003); H.R. 4760, 108th Cong. (2003);
H.R. 3811, 107th Cong. (2001); H.R. 3306, 106th Cong. (1999); H.R. 4581, 105th

Cong. (1998); H.R. 1951, 104th Cong. (1995).
266. H. R. 4760, 108th Cong. (2003); H.R. 4747, 108th Cong. (2003).
267. H.R. 3156, 109th Cong. (2005).

268. See id.
269. Id.
270.

Id.

271.
272.
273.
274.

Id.
H.R. 2352, 109th Cong. (2005).
See id.
Id.
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increasing the ability of FDA to expand the research and development of consumer information. 5
Each of these bills, if passed, would be a step in the right direction toward implementing DSHEA in a manner that is more likely to
create a market of safe dietary supplements and allow consumers to
access increasing amounts of accurate information. Each bill also
serves as notice that legislators are aware of DSHEA's shortcomings
and its need for amendment.7 6
A. Conceding Ground: Making Changes that will have a
Substantial Effect on DSHEA
The following discussion identifies concepts that should be incorporated into any future legislation that proposes to amend
DSHEA. This list is not exhaustive, however, and is limited to the
three sections of DSHEA discussed in this comment: definitions,
safety, and labeling. 7 In addition, the proposals are based in the
reality that, to be successful, an amendment must be able to satisfy
both FDA and the dietary supplement industry.7 8 These ideas intend to illustrate ways that Congress can tighten the language of
DSHEA, giving FDA more regulatory power to protect Americans
and still allow the dietary supplement industry to grow. 9 These
goals can be met through changes to the definition of "dietary supplement," by increasing the post-market inspection powers of FDA,
and, most importantly, by shifting the burden back to the manufacturers.n
1. Redefining Dietary Supplements
Before all else, DSHEA should be amended by narrowing the
definition of "dietary supplement.2 8 '

The broad definition was

275. Id.
276. See supra Section IV.
277. See infra Section IV.A.1.
278. See supra Section II.
279. Schindler, supra note 16, at 281 ("acknowledging that approximately half of
the United States population takes dietary supplements on a regular basis and
knowing the potential hazards posed by dietary supplements, Congress must grant
FDA more power to regulate the dietary supplement industry and safeguard the
public from impending disaster").
280. See infra Section IV.A.1.
281. See Sachs, supra note 195, at 696-97 (arguing that amending the definition of
a dietary supplement is vital, and while his comment takes a different approach and

2006]

CREATING BALANCE: PROBLEMS WITHIN DSHEA

meant to encompass as many items as possible under the umbrella
of dietary supplements, so that all of the products already on the
market in 1994 would be included.n Since 1994, however, the definition of "dietary supplement" has been exploited because of its
breadth and overall lack of boundaries.283 In order to narrow the
scope of this definition, more definitions should be included.
Specifically, where the dietary supplement definition uses terms
such as "dietary substance," "ingestion," and "article," there should
be a subsequent definition of that term provided so that all readers
have a common understanding of the definition's requirements.
Dietary supplement regulation is rooted in the legal definition of
"dietary supplement," as provided by DSHEA, so most of the ambiguity-induced litigation has also stemmed from that definition. 8
Presumably, the legislature's purpose was to create a broad definition with an intent to create boundaries, however expansive. Those
boundaries have proven too wide and narrowing the language of
DSHEA will maintain its goals without increasing costs for current
products. 87
A second proposal, linked to a lack of definition and specificity,
would require legislative action to create standards of substantiation. 2' FDA has provided guidance in response to the problems and
a lack of consistency with the "substantiation" standard." The issued guidance, however, is unenforceable because it is not mandatory.' The lack of clarity concerning this standard is dangerous for
consumers and should be resolved by including required minimum

intends to use a revised definition to exclude certain groups, it is important to note
that there are many reasons that the definition should be shortened and many results that could stem from such an amendment).
282. Bass & Marden, supra note 3, at 294.
283. See Pinco & Rubin, supra note 104, at 384.
284. Onel, supra note 114, at 348 (arguing that the ambiguities within the dietary
supplement statute have already been exploited by the industry in order to best
position their products in the marketplace).
285. See generally supra Section III.-III.A.4.
286. Id
287. Presumably, this amendment would "grandfather" all current supplements,
and therefore pose no immediate costs to sellers. See generally Onel, supra note 114.
Further, the narrowing of the language would reduce the number of new products
trying to pass as dietary supplements and serve as a measure to protect consumers.
Id.
288. Margaret Gilhooley, Deregulation and the Administrative Role: Looking at Dietary Supplements, 62 MONT.L. REV. 85, 128 (2001)
289. See generally Burke & Page, supra note 57, at 147.
290. Id.
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standards
of substantiation and examples for the industry to fol1
low.

9

Also, within the safety provision, FDA, in order to declare a
product unsafe, is required to show a significant risk through a balancing test.' The efforts of FDA throughout the ephedra controversy, however, provide evidence that this section is unclear and unenforceable as written.9
Removal of unsafe products should be a
top priority of FDA and therefore, altering DSHEA so that FDA has
a clear understanding of its duty to remove products is vital.
2. Empowering FDA to Investigate Dangerous Supplements
Once the definition of "dietary supplement" becomes more
specific, it will then be important to amend the legislation so FDA
has more power to regulate the safety of products on the market
and investigate those that may be unsafe. 5 Therefore, FDA should
be given more power to react once a health threat is discovered.'
When there is a health threat, FDA should have the ability to force
an ingredient change or pull a product from the market immediately. 7 Currently, in order for FDA to remove a product, they first
must prove the product presents a significant risk and is unreasonably dangerous.2 8 A proposed change of this type would result in the

291. There are two types of substantiation in DSHEA. First, in the labeling provisions, manufacturers are required to be able to substantiate their claims, however,
without standards it is unclear how much substantiation is needed, and there is no
enforcement or checks on the types of substantiation being offered. See supra Section III.C.2; The second type of substantiation is part of adulteration requirements
that, currently, FDA bears the burden of substantiating that a product bears an
unreasonable risk. This standard was discussed in the ephedra litigation, but no
ruling was ever made as to the appropriate level of substantiation. See supra Section
1I.1B.1.
292. See DSHEA § 342(f)(1)(C).
293. Sachs, supra note 195, at 689 (stating that after a decade of investigation the
FDA is still unable to answer the question of whether or not there is enough evidence to prove a "significant and unreasonable risk" of ephedra products illustrates
FDA's inability to perform the oversight function DSHEA thrusts upon it).
294. See Kaiser, supra note 6, at 1273.
295. Kauflin, supra note 222, at 442 (arguing that DSHEA should be amended so
as to give FDA more investigatory power).
296. See Kaiser, supra note 6, at 1273 (arguing that "once a health threat becomes
known, [FDA] should have wide authority to require labeling changes, ingredient
changes, or total market withdrawal of the product").
297. Id.
298. See DSHEA § 342(f)(1)(D).
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faster removal of a public safety hazard and, optimistically, would
create some sense of deference for FDA.2
Naturally, if FDA were given more power to react to a health
crisis, then DSHEA should also construct a system that brings news
of a health problem promptly to FDA. The current warning system
to tell FDA that there is a problem consists of AER, but AERs are
not mandatory for manufacturers and historically have proven to be
ineffective.'
The first step to improving this system is to require mandatory
reporting from the manufacturer.' The current system allows "bad
actors" within the dietary supplement industry to tarnish the record
of the entire industry.'2 By requiring AERs, however, consumers
and FDA would have direct knowledge of who the "bad actors" were
without passing judgment on the entire market.3 Further, mandatory AERs should be beneficial to manufacturers, as it would result
in a system that allows manufacturers to show off a clean record.'
Additionally, to streamline the system, an AER form should be
standardized.' ° A common form would be easily accounted for and
tracked by FDA to provide more precise data as to actual problems
with specific products and ingredients.3"
M

299. McCann, supra note 4, at 265-66.
300. See Kaiser, supra note 6, at 1263; see generally Sachs, supra note 175, at 698; see
generally Ziker, supra note 15.
301. McCann, supra note 4, at 265-66.
302. See Ziker, supra note 15, at 278-79 (arguing that the failure to require adverse
event reporting "does not serve to facilitate market access," it serves to discourage
market exit). Unsafe products stay on the shelf longer because consumers and FDA
do not hear about the adverse reactions. Id. at 278.
303. Ziker, supra note 15, at 278.
304. Id. at 278. "By requiring [AERs], dietary supplement manufacturers will enjoy the privilege of market access afforded by DSHEA while earning the right to
continued market presence by helping to gather product safety information derived
from general consumer use." Id.
305. McCann, supra note 4, at 264-65 (arguing for amendments that would increase communication between the dietary supplement industry, consumers, and
FDA).
306. See generally Nutracuetical v. Crawford, 364 F. Supp. 2d 1310 (D. Utah, 2005)
rev'd sub nom. Nutraceutical Corp. v. Von Eschenbach, 459 F.3d 1033 (10th Cir.
2006) petition for cert. filed, 75 USWL 3368 (Jan. 3, 2007)(06-922). FDA spent three
years collecting adverse event reports and was still unable to collect enough information to satisfy the burden of proof. Id. Streamlining AER retrieval will be a
valuable tool in removing unsafe products. Id, But see supra note 20 and accompanying text.
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A final addition to the safety requirements would require registration of products and product ingredients prior to marketing. 7
Implementing a registration process would increase the amount of
information FDA has about products it is supposed to regulate and
allow FDA to identify problem ingredients more easily when all adverse events are reported.-'
3. Shifting the Burden from FDA to the Industry
Many areas within DSHEA seem murky; however, the one facet
of DSHEA that has remained clear is the congressional intent to
increase consumer access to dietary supplements and control product safety and efficacy.'
The inability of FDA to remove ephedra
from the market demonstrates the need for legislative reform. 1
DSHEA should be amended to focus on methods that offer the
best protection for consumers."' Specifically, the burden of proving
safety of dietary supplements should rest on the industry, because,
while DSHEA has given FDA discretion in deciding which supplements to challenge, its authority to remove unsafe products has
been tested and has failed. 12
Shifting the burden of proving product safety back to the
manufacturers will not be an inconvenience. 3 Research is not always prohibitively expensive, " and this should be especially true in
an industry with such tremendous recent growth and consumer
support.31 1 In addition, most dietary supplements are simply variations on a few key compounds; once the staple compounds have
been researched, the time and tests required for each marketed
307. McCann, supra note 4, at 264-65 (arguing that the absences of registration
for dietary supplement products increases safety concerns). As it stands, FDA cannot determine ingredients for nearly one third of the supplements for which adverse events are reported.. I& Further, it should not impose extra material costs to
the manufacturer, assuming that the "manufacturers are aware of their own products ingredients." Id at 265.
308. McCann, supra note 4, at 265 (stating that the dietary supplement industry
would receive the benefit of a continued no pre-market approval requirement in
exchange for enhanced registration and mandatory adverse event reporting).
309. Bass & Marden, supra note 3, at 287.
310. See generally supra Section III.B.1.
311. Wais supra note 8, at 851.
312. Id. at 868; see generally Nutracuetical,364 F. Supp. 2d 1310. But see supra note
20 and accompanying text.
313. Wais, supra note 8, at 851.
314. Id. at 878.
315. See generally Gilhooley, supra note 41.
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supplement would decline." ' Further, manufacturers of truly safe
products, such as vitamin C, would not be affected since there is
already copious evidence that the ingredient is safe and beneficial."'
Shifting the burden of proving safety back to the dietary supplement industry is the only way for Congress to remain consistent
with its original purpose to protect consumers by controlling product safety."' Additionally, a positive side effect of shifting the burden of proving safety would be the removal of the procedural uncertainty regarding standards for what is an "unreasonable risk," relieving DSHEA of some ambiguity. 9 Under the current regime, products with no known level of safety, but a widely known record of
deleterious effects, such as ephedra, are allowed to stay on the market too long while FDA is trying to meet its ostensible burden. 2
Until the industry can show that no dietary supplement on the market presents a significant or unreasonable risk, consumers will not
be able to rely on dietary supplements.2 '
V. CONCLUSION

DSHEA was created to meet the needs of our society in the
early 1990s. The act delegated to the Food and Drug Administration (FDA) the needed power to regulate an industry that was growing stronger each year, and offered the dietary supplement industry
needed instruction and guidance, so that it could continue to develop within the boundaries of the law.322 The legislation was written
and passed unanimously in one year, and successfully provided a
framework to support the burgeoning industry. 23 This hurried legislation, however, was unprepared for the repercussions its ambiguous language would create.324 Although DSHEA removed much of
FDA's power to regulate dietary supplements, it would not be fair to
say the fight has ended. Since the enactment of DSHEA in 1994,
FDA has acted with determination; and even where the agency has
not been successful, the failures have become pedestals on which

316.
317.
318.
319.
320.
321.
322.
323.
324.

Wais, supra note 8, at 878.
Id. at 851.
Id at 878.
Id. at 879.
Id. at 851.
Wais, supra note 8, at 870.
See supra Section II.
Kaiser, supra note 6, at 1260-61.
See generally Section III.
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DSHEA critics stand and pronounce that change is necessary and
imminent.

UNITED STATES FOOD LAW UPDATE
Michael Tingey Roberts and Margie Alsbrook"
I. INTRODUCTION

This update summarizes some of the significant changes and
developments in food law over the first half of 2006. Not every
change in food law is included; instead, this update provides a starting point for scholars, practitioners, food industry members, and
policymakers determined to understand the shaping of food law in
modern society. Tracing the development of food law through
these updates, which appear in each issue of the Journalof Food Law

& Policy, also provides historical context for the development of
significant food law issues over time. New developments in state
law, while certainly important and deserving in attention, are beyond the scope of this summary.
II.

A.

RECENT FEDERAL REGULATIONS

USDA FinalRule to Revise National Organic ProgramRegulations

In June 2006, the United States Department of Agriculture
(USDA) published a final rule' that revises the National Organic
Program (NOP) regulations to comply with the final court order in

* Michael T. Roberts is an attorney with the Venable LLP in Washington,
D.C., and an adjunct professor at the University of Arkansas School of Law where
he teaches classes on national and international food law and policy. Margie Alsbrook was the founding editor-in-chief of the Journal of Food Law & Policy. She is
currently an attorney for the Office of Disaster Assistance, U.S. Small Business Administration, and completing her thesis for her LL.M. degree in agricultural law.
1.
National Organic Program-Revisions to Livestock Standards Based on
Court Order (Harvey v. Johanns) and 2005 Amendment to the Organic Food Production Act (OFPA), 71 Fed. Reg. 32803 (June 7, 2006) (to be codified at 7 C.F.R.
pt. 205).
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Harvey v. Johanns' lawsuit and with the 2005 amendments to the
Organic Foods Production Act of 1990 (the Act or OFPA).3
1. Background
OFPA establishes national standards governing the marketing
of food products that qualify for the "organic" USDA label.4 To
bear USDA's "organic" seal, a food product must be at least ninetyfive percent organic and produced and handled without the use of
synthetic substances in accordance with an organic plan agreed to by
an accredited certifying agent and by the producer and handler of
the food product.6 Synthetic substances that are exceptions to this
general prohibition against such use are to be listed on a National
List following notice and comment and are subject to review.7
Harvey held that certain provisions in the National Organic
Program Final Rule 8 contravened OFPA.' The First Circuit first held
that the final rule allowing a converting herd to be fed a diet of only
eighty percent organic feed for a period of nine months for newly
converting herds violated the OFPA provision requiring all organic
dairy animals to receive organic feed for twelve months prior to sale
of milk or milk products.'" The First Circuit next held that the Final
Rule allowing the listing of synthetics for use in the handling of
products labeled organic contravened the OFPA provision that bars
synthetics in processed foods." The First Circuit also remanded for
declaratory judgment as to whether the Final Rule establishes a
blanket exemption to the National List requirements for non2. See 396 F.3d 28 (1st Cir. 2005).
3. See Agriculture, Rural Development, Food And Drug Administration, and
Related Agencies Appropriations Act, 2006, Pub. L. No. 109-97, § 724, 119 Stat.
2153 (2005), available at http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?
dbname= 109_cong.public laws&docid=f:pub1O97.109.
4. Organic Foods Production Act of 1990 (OFPA), 7 U.S.C. § 6501 (Supp.

2005).
5. 7 C.F.R. § 205.301(a)(2005).
6. OFPA § 6504 (Supp. 2005). Food labeled "100% organic" cannot contain
non-organic ingredients or processing aids. 7 C.F.R. § 205.301(a); 7 C.F.R. §
205.303.
7. OFPA §§ 6517(a), (d), (e); 6518(k), (1), (m)(Supp. 2005).
8. 7 C.F.R. pt. 205 (2005).
9. 396 F.3d at 32.
10. Id. at 44; see also Organic Foods Production Act of 1990 (OFPA), 7 U.S.C. §
6509(e)(2) (Supp. 2005); 7 C.F.R. § 205.236(a) (2005).
11. Harvey, 396 F.3d at 40; see also OFPA § 6509(e)(2) (Supp. 205); 7 C.F.R. §§
205.600(b) (2005).

2006]

UNITED STATES FOOD LAW UPDATE

organic products that are not commercially available.'2 The First
Circuit directs that such a blanket exemption would controvert the
OFPA requirements for the National List."3
In response to the First Circuit's decision in Harvey v. Johanns,
Congress approved a rider to the 2006 agriculture appropriations
that amended OFPA.'" The rider allowed organic dairy animals to
be fed "transitional" organic feed during all of the twelve months of
the conversion year." This change in essence would allow milk to be
sold as organic as soon as the land qualifies as organic.'" The rider
did not allow, however, the twenty-percent conventional feed as did
the final rule reversed by Harvey.'7 Next, the rider reverses Harvey's
holding of no synthetic ingredients in handling by amending OFPA
to remove prohibitions on synthetic ingredients in post-handling,
provided that they are listed on the National List.'8 Finally, the rider
amends OFPA to permit the USDA Secretary to develop emergency
procedures to designate for the National List agricultural products
not commercially available in organic form for a maximum one year
period.'9
2. Final Rule Provisions
Effective June 9, 2007, the final rule revises eliminates the
twenty-percent feed provision whereby dairy producers will no
longer be able to use twenty percent non-organic feed during the
first nine months of whole herd conversion from conventional to
organic production.0 The final rule allows crops and forage from
land included in the organic dairy system plan of a dairy farm that is
in its third year of organic management to be fed to the converting
animals.' Finally, the final rule clarifies that non-organically produced products listed in 7 C.F.R. § 205.606 may be used as ingredi-

12. Harvey, 396 F.3d at 36.
13. Id.
14. See OFPA §§ 6501-6522 (Supp. 2005), as amended through Pub. L. No. 10997, § 724, 119 Stat. 2153 (2005),).
15. OFPA § 6509(e)(2)(B) (2005) (as amended).
16. See id.
17. See id.
18. See Organic Foods Production Act of 1990 (OFPA), 7 U.S.C. § 6510(a)(a) and
§ 6517(c)(B)(iii) (2005) (as amended).
19. OFPA 7 U.S.C. § 6517(d)(6) (2005) (as amended).
20. National Organic Program, supra note 2 at 32,804.
21. Id.
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ents in or on processed products labeled as "organic" only when
such organic products are not commercially available.2
B.

FSIS Announces Salmonella Reduction Initiative

In February 2006, the Food Safety & Inspection Service (FSIS)
announced an initiative targeting the reduction of salmonella in
meat and poultry products.2 The plan is modeled after the agency's
previous initiative to reduce the presence of E.coli 0157:H7 in beef"
and is based on the Pathogen Reduction/Hazard Analysis Critical
Control Point (PR/HACCP) system that was first implemented in
1996.5 The initiative focuses on high-risk meat plants and production facilities and emphasizes quicker turn-around time for testing,
as well as a shift from testing carcasses in groups to testing carcasses
individually.26 FSIS will also publish salmonella testing data quarterly on its Website.2 ' FSIS had initially planned to report individual
test results on their Website or make them available via a Freedom
of Information (FOIA) request, but after the comment period decided instead on quarterly reporting.'
C.

FSIS Allows PreparedPoultryfrom China to Return to U.S.

FSIS announced in April 2006 a final rule allowing processed
poultry products prepared in China to be imported to the United
States.2 9 The rule only applies, however, to chicken products made
with chicken that was raised and slaughtered in the U.S. and proc22. Id.
23. Salmonella Verification Sample Result Reporting: Agency Policy and Use in
Public Health Protection, 71 Fed. Reg. 9,772 (Feb. 27, 2006).
24. See Press Release, USDA Food Safety & Inspection Service, FSIS Announces
Initiative to Reduce Salmonella in Meat, Poultry (Feb. 23, 2006), available at
http://www.fsis.usda.gov/News &_Events/NR_022306_01/index.asp.
25. Pathogen Reduction Hazard Analysis and Critical Control Point
(PR/HACCP) System, 61 Fed. Reg. 38,806 (July 25, 1996) (to be codified at 9 C.F.R.
pt. 310.25(b)(1), 381.94 (b)(1)).
26. See FSIS Announces Initiative to Reduce Salmonella, supra note 24.
27. See e.g.., USDA, FSIS, Quarterly Progress Report on Salmonella Testing of
Selected Raw Meat and Poultry Products; Preliminary Results, April - June, 2006,
http://www.fsis.usda.gov/Science/Q2_2006_Salmonella_Testing/index.asp
(last
visited Feb. 16, 2007).
28. See Salmonella Verification Sample Result Reporting, 71 Fed. Reg. at 9,77677.
29. Press Release, USDA Food Safety & Inspection Service, China Added to List
of Countries Eligible to Export Processed Poultry to the U.S. (April 20, 2006)
(available at http://www.fsis.usda.gov/News &-Events/NR_04200601/index.asp).
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essed in China, and does not allow the importation of chicken raised
in China to the United States.' Additionally, chicken processed in
Chinese facilities must be processed separately from chicken intended for domestic use and may be subject to additional inspections upon its return to the U.S.'
D. FSIS PublishesRule Raising Sodium Allowancesfor "Healthy"Meats
In January 2006, FSIS announced an interim final rule for determining the meaning of the word "healthy" on meat labeling.'
Focusing on sodium content, the rule limits individual meat products claiming to be "healthy" to 480 mg of sodium and "meal-type"
meat products to 600 mg of sodium." This new rule extinguishes
the agency's previous, scaled system which, although having lower
sodium requirements, was disfavored by industry.' The FDA published a similar rule in 2005.'
III. RECENT ADMINISTRATIVE GUIDELINES

A.

FDA Releases Guidelinesfor Whole Grain Labels

In February 2006, FDA published its "Guidance for Industry
and FDA Staff: Whole Grain Label Statements."' Claims that products contain whole grains have been allowed for quite some time,"'
provided the claims are not false or misleading under the relevant

30. See id.
31. See id.
32. Food Labeling; Nutrient Content Claims, Definition of the Term: "Healthy,"
71 Fed. Reg. 1,683 (Jan. 11, 2006) (to be codified at 9 C.F.R. pt. 317, 381).
33. Id.
34. See id.(giving a history of the sodium requirements under the "healthy" rule
and citations to various rules that the agency has implemented over the years); see
also Peter Barton Hutt et al., Group Wants Sodium Rules for "Healthy" Foods Lifted, 15
GUIDE TO U.S. FOOD LABELING L. 2 (April 2006) (reporting that The Salt Institute
was one of the groups advocating for the change in the "healthy" rule).
35. FDA, Food Labeling; Nutrient Content Claims, Definition of Sodium Levels
for the Term "Healthy", 70 Fed. Reg. 56,828 (Sept. 29, 2005), available at
http://a257.g.akamaitech.net/7/257/2422/Oljan20051800/edocket.access.gpo.go
v/2005/05-1951 1.htm
36. FDA, Guidance for Industry and FDA Staff: Whole Grain Label Statements,
71 Fed. Reg. 8,597 (Feb. 17, 2006) available at http://www.cfsan.fda.gov/
- dms/flgragui.html.
37. See, Id. (citing 21 C.F.R. 102.5(b) (2006), 21 C.F.R. 101.13(i) (2006)).
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section of the federal Food, Drug & Cosmetics Act.' When the
2005 federal food pyramid recommended consumption of three or
more ounces of whole grains on a daily basis,"9 the number of products that claimed to contain whole grains in the marketplace increased significantly.' This increase caused confusion as both industry and consumers struggled to distinguish between foods containing true whole grains and refined-grain food products that were
less nutritious.4'
The new FDA guidance clarifies what constitutes a whole grain
for packaging and labeling. The guidance states that cereal grains
such as amaranth, barley, buckwheat, bulgur, corn (including popcorn), millet, quinoa, rice, rye, oats, sorghum, teff, triticale, wheat,
and wild rice would be considered whole grains and most likely
qualify to make whole grain claims on labels." This definition of
whole grains was supported and endorsed by the Whole Grains
Council and other industry groups.4 Other products that contained
refined flour or are made with whole wheat flour, such as pizza
crusts, depending on the process for creating the flour and which
parts of the grain are allowed into the final product may not be able
to make the whole grain claim."

38.
39.

Federal Food, Drug & Cosmetics Act, 21 U.S.C. § 343(a) (2006).
See, e.g., U.S. DEP'T OF HEALTH AND HUMAN SERv., U.S. DEP'T OF AGRIC.,
DIETARY
GUIDELINES
FOR
AMERICANS
2005,
available
at
www.healthierus.gov/dietaryguidelines/.
40. See, e.g., Karen Fernau, Whole Grains Grow Popular, ARIZ. REPUBLIC, Mar. 1,
2006, available at http://www.azcentral.com/arizonarepublic/news/articles/
0301grains0l.html; Elizabeth Lee, Sorting Out the Chaff in Grain Claims: A Few Servings of Advice Can Help Decipher Guidelines, ATLANTAJ. & CONST., Feb. 16, 2006, at
F1.
41. See id.
42. Guidance for Industry, supra note 15.
43. See Press Release, Whole Grains Council, Statement from Oldways and the
Whole Grains Council on FDA Whole Grains Review (Feb. 15, 2006) (availableat
http://www.wholegrainscouncil.org/PR060215FDA.html).
44. See, e.g., Guidance for Industry, supra note 36; see also Press Release, FDA,
FDA Provides Guidance on Whole Grain for Manufacturers (Feb. 15, 2006) (available at http://www.fda.gov/bbs/topics/news/2006/NEW01317.html);
Oregon
State University, Linus Pauling Institute, Anatomy of a Whole Grain,
http://pi.oregonstate.edu/infocenter/foods/grains/anatomy.html
(last visited
Feb. 16, 2007).
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B.

USDA Sets Timeline for Implementation of
NationalAnimal ID System

In April 2006, USDA announced its timeline for implementing
its National Animal ID System (NAIS)." The NAIS is designed to
coordinate the efforts of federal agencies, state agencies, interested
companies and industry groups, and anyone else who has an involvement in the storage and transport of animals.' It is anticipated
that in the event of an animal disease outbreak NAIS will allow for
rapid tracing, location, and subsequent treatment or destruction of
infected or exposed animals.47
Implementation of the NAIS involves three stages: first, identifying and registering premises that house animals, second, tagging
each animal with an AIN tag, and third, testing and implementing a
database that will hold detailed information about the animals, their
origins, and their locations." The third step has generated considerable controversy over APHIS' decision to make control of the database private and over what type of information will be available to
government officials and the public. 9 Concerns over confidentiality
and liability amongst producers have stirred resistance to NAIS. °
The proposed timeline for the implementation of NAIS calls
for the system to be operational by 2007 and for full producer par45. Press Release, USDA, Johanns Releases National Animal Identification System Implementation Plan (Apr. 6, 2006) (available at http://www.usda.gov/wps/
portal/!ut/p/_s.7_O_A/7_O_1OB?contentidorly=true&contentid=2006/04/0120.xml.
46. USDA APHIS, "National Animal Identification System: Overview,"
(last
http://www.aphis.usda.gov/lpa/pubs/fsheetfaq~notice/fsahnaidtrack.html
visited Feb. 16, 2007) ("Currently, working groups comprised of industry and government representatives are developing plans for cattle, swine, sheep, goats, horses,
poultry, bison, deer, elk, llamas, and alpacas."). Even animals that are only used for
recreation or competition purposes will need to be identified under the NAIS. See
USDA APHIS, "National Animal Identification System: Questions & Answers,"
http://www.aphis.usda.gov/lpa/pubs/fsheet-faq-notice/faq ahaids.html(last visited Feb. 16, 2007).
47. USDA APHIS, "National Animal Identification System: Goal and Vision,"
(last
http://www.aphis.usda.gov/lpa/pubs/fsheet-faq-notice/fs-ahnaispln.html
visited Feb. 16, 2007).
48. See NAIS Overview, supra note 46.
49. See, e.g., Amy K. Guerra, Comment. Agricultural Accountability: The National
Animal Identification Plan, Confidentiality and the Freedom of Information Act, 15 SAN
JOAQUIN AGRIC. L. REV. 213 (2006); John Dobberstein, Government Outlines New
Animal ID Program,TULSA WORLD, April 7, 2006, at El.
50. See Michael Roberts and Doug O'Brien, Animal Identification: Confidentiality
of Information, available at http://lmic.info/memberspublic/animalID/fs05.pdf ;
Animal Identification: Liability Exposure and Risk Management, available at
http://lmic.info/memberspublic/animalID/fs06.pdf.
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ticipation by 2009." Although participation will be voluntary in the
beginning, this is highly controversial and there is a possibility that
participation will eventually be mandated for certain animals or
groups. 2 Field trials of the system and its accompanying animal
identification number (AIN) tags are currently being held by numerous states and Native American tribes, under the direction of
USDA's Animal Plant Health Inspection Service (APHIS).'
C. FDA Issues Guidance to Help Prevent InadvertentIntroduction of
Allergens or Toxins into the Food and Feed Supply
In June 2006, FDA issued guidance on the early food safety
evaluation of new non-pesticidal plant proteins.' The guidance recommends procedures for submitting the early food safety evaluation
to FDA prior to when new proteins might inadvertently enter the
food supply." Where food safety concerns are not identified in the
early evaluation and the same protein is introduced into a new plant
species, the guidance provides that additional evaluation is unnecessary.' 6 The guidance responds to FDA's recognition of rapid developments in genomics that will continue to lead to dramatic changes
in the development and commercialization of new plant varieties."

51. SeeJohanns Releases National Animal Identification System Implementation
Plan, supra note 45.
52. See APHIS Q&A, supra note 46; see also Pork Industry to Implement Animal
Identification System, FOOD & DRINK WKLY., April 24, 2006, at 1 (reporting concerns
that the NAIS will not be effective unless it is mandatory).
53. USDA APHIS, "National Animal Identification System: Questions & Answers," http://www.aphis.usda.gov/lpa/pubs/fsheet-faq-notice/faq-ahaids.html
(last visited Feb. 16, 2007); see also USDA APHIS, APHIS Factsheet: National Animal Identification System Animal Identification Number (AIN) Tags (Aug. 2006),
http://www.aphis.usda.gov/publications/animal health/content/printableversion
/fs_NAISAIN_Tags_vs.pdf (last visited Feb. 16, 2007).
54. Center for Food Safety and Applied Nutrition, United Stated Food and Drug
Administration, Recommendations for the Early Food Safety Evaluation of New
Non-Pesticidal Proteins Produced by New Plant Varieties Intended for Food Use
(June 2006), available at http://www.cfsan.fda.gov/-dms/bioprgu2.html#intro.
55. Id.
56. Id.
57. Id.
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V. ADDITIONAL DEVELOPMENTS

A.

Industry and Advocates Partnerto Eliminate Soft Drinks in Schools

In May 2006, an agreement was reached to end the sale of soft
drinks in the nations' schools.58 Participants in the agreement include industry giants Coca-Cola Co., Pepsi-Co., Inc. and CadburySchweppes, PLC, who were convinced to participate in the plan by
the Alliance for a Healthier Generation, an initiative of the American Heart Association and former U.S. President William "Bill"
Clinton's Clinton Foundation.59 The agreement limits beverage sales
in most schools to water, low-fat milk, and unsweetened fruit juice
with diet soda sales allowed at the high school level.' These changes
are scheduled to be implemented by 2010 at the latest."1 Although
some question the enforceability of the agreement, it has been
viewed in the media as a coup in public health against childhood
obesity.62

58. See Samantha Gross, Soda Distributors to End Most School Sales, WASH. POST,
May 3, 2006, at Al.
59. See id.
60. See id.
61. Press Release, William J. Clinton Foundation, Question & Answer: School
Beverage
Policy
Announcement,
May
3,
2006,
available
at
http://www.clintonfoundation.org/050306-nr-cf-hs-hk-usa-qa-question-and-answerschool-beverage-policy-announcement.htm.
62. See Daniel DeNoon, Soda Skip Schools: Soft-Drink Makers Join Childhood Obesity
Figh4 Won't Sell Sugary Sodas in Schools, WEBMD MEDICAL NEWS, May 3, 2006, available at http://www.webmd.com/content/article/121/114392.htm.

EUROPEAN UNION FOOD LAW UPDATE
Nicole Coutrelis*
I. PUBLISHED REGULATIONS
A. ProtectedFood Names
On March 31, 2006, the European Commission published
Council Regulation (EC) No. 510/2006 On the Protection of Geographical Indications and Designations of Origin for Agricultural
Products and Foodstuffs.' This new regulation repealed Council
Regulation (EEC) No. 2081/92 On the Protection of Geographical
Indications and Designations of Origin for Agricultural Products
and Foodstuffs' mainly to bring Community law into conformity
with the World Trade Organization (WTO) agreements and the
findings of a recent WTO panel.' Under the new Regulation, persons in third countries (non-European Union members') are entitled
to address applications for the protection of geographic names and
statements of objection to applications directly to the European
Commission.' Persons in third countries can still submit applications and objections via their national authorities if they prefer.

* Nicole Coutrelis is a member of the Paris, France Bar and an attorney for
Coutrelis & Associates in Brussels, Belgium and Paris, France. Her practice focuses
on litigation and lobbying efforts in the area of food law. She also serves as Secretary General of the European Food Law Association and she is a member of the
Paris Bar Association, the International Bar Assocation, the Food and Drug Law
Institute. She has taught several courses and published many articles on the subject
of food law in the European Union (E.U.).
1. Council Regulation 510/2006, 2006 O.J. (L 93) 12 (EC).
2. Council Regulation 2081/92, 1992 O.J. (L 208) 1 (EEC).
3. Panel Report, European Communities-Protection of Trademarks and Geographical Indications for Agricultural Products and Foodstuffs, WT/DS174/R
(Mar. 15, 2005).
4. Regulation 510/2006, art. 7, at 17.
5. Regulation 510/2006, art. 5, at 16.
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Geographical indications (GIs) and designations of origin (DOs)
registered under the repealed Regulation will remain protected.6
On March 31, 2006, the European Commission also published
Council Regulation (EC) No. 509/2006 On Agricultural Products
and Foodstuffs as Traditional Specialities Guaranteed7 replacing
Council Regulation (EEC) No. 2082/92 On Certificates of Specific
Character for Agricultural Products and Foodstuffs.8 Protections
granted under the old scheme will also remain valid.!
B. Food Supplements
On April 1, 2006, the European Commission published Commission Directive No. 2006/37/EC Amending Annex II to Directive
No. 2002/46/EC of the European Parliament and of the Council as
Regards the Inclusion of Certain Substances." Annex II contains a
Adlist of authorized vitamins and minerals in food supplements."
2
ditional substances have been added by the new Directive.
C. Foodsfor ParticularNutritional Uses
On March 21, 2006, the European Commission published Commission Directive 2006/34/EC Amending the Annex to Directive
No. 2001/15/EC as Regards the Inclusion of Certain Substances."3
Amendments are regarding calcium-L-methylfolate, magnesium Laspartate, ferrous bisglycinate, and the replacement of the term "folic acid" by "folate."'4
D. IrradiatedFoods
On May 12, 2006, a List of Member States' Authorizations of
Food and Food Ingredients Which May Be Treated with lonising
Radiation" was published according to Article 4(6) of Directive No.
1999/2/EC of the European Parliament and of the Council On the
6.
7.
8.
9.
10.
11.
12.
13.
14.
15.

Regulation 510/2006, whereas 19, at 17.
Council Regulation 509/2006, 2006 O.J. (L 93) 1 (EC).
Council Regulation 2082/92, 1992 O.J. (L 208) 9 (EEC).
Regulation 509/2006, art. 19, at 8.
Commission Directive 2006/37, 2006 O.J. (L 94) 32 (EC).
Directive 2006/37, at 32.
Directive 2006/37, at 32.
Commission Directive 2006/34, 2006 O.J. (L 83) 14 (EC).
Directive 2006/34, Annex, at 15.
Commission Communication, O.J. C 112/6 (2006).
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Approximation of the Laws of the Member States Concerning Foods
and Food Ingredients Treated with lonising Radiation.1 6 This
document replaced the previous list published on March 11, 2003.'"
E. Pesticides
On January 24, 2006, the European Commission published
Commission Recommendation 2006/26/EC Concerning a Coordinated Community Monitoring Programme for 2006 to Ensure
Compliance with Maximum Levels of Pesticide Residues in and on
Cereals and Certain Other Products of Plant Origin and National
Monitoring Programmes for 2007.
On June 29, 2006, the European Commission published Commission Directive No. 2006/59/EC Amending Annexes to Council
Directives No. 76/895/EEC, 86/362/EEC, 86/363/EEC and
90/642/EEC as Regards the Maximum Residue Levels for Carbaryl,
Deltamethrin,
Endosulfan, Fenithrothion, Methidathion and Oxa19
myl.
F. Organic Foods
On April 13, 2006, the European Commission published Commission Regulation (EC) No. 592/2006 Amending Annex II to
Council Regulation (EEC) No. 2092/91 On Organic Production of
Agricultural Products and Indications Referring Thereto on Agricultural Products and Foodstuffs. 2

By this amendment, the authoriza-

tion to use composted or fermented household waste for organic
production is confirmed without any limitation of time, whereas this
authorization was originally provisional and limited to March 31,
2006.21

On May 25, 2006, the European Commission published Commission Regulation (EC) No. 780/2006 Amending Annex VI to
Council Regulation (EEC) 2092/91 On Organic Production of Agricultural Products and Indications Referring Thereto on Agricultural
Products and Foodstuffs. 22 The list of additives, carriers and proc-

16. Council Directive 1999/2, 1999 O.J. (L 66) 16 (EC).
17. Commission Communication, O.J. C 56/5 (2003).
18. Commission Recommendation 2006/26, 2006 O.J. (L 19) 23 (EC).
19. Commission Directive 2006/59, 2006 O.J. (L 175) 61 (EC).
20. Commission Regulation 592/2006, 2006 O.J. (L 104) 13 (EC).
21. Council Regulation 2092/91, art. 15, 1991 O.J. (L 198) 1 (EC).
22. Commission Regulation 780/2006, 2006 O.J. (L 137) 9 (EC).
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essing aids which may be used in products of plant and animal origin produced by organic methods is amended.2 ' The amending provisions will apply from December 1, 2007. ' Also, the use of sodium
nitrate and sodium nitrite in some products is to be re-examined
before December 31, 2007, with a view to limiting or withdrawing
the use of these additives.
G. Polish Ban on Certain GM and non-GM Maize
On May 11, 2006, the European Commission published Decision 2006/335/EC Authorizing the Republic of Poland to Prohibit
on Its Territory the Use of 16 Genetically Modified Varieties of
Maize with the Genetic Modification MON 810 Listed in the Common Catalogue of Varieties of Agricultural Plant Species, Pursuant
to Council Directive 2002/53/EC"6 and a Decision 2006/338/EC
Authorising the Republic of Poland to Prohibit on Its Territory the
Use of Certain Varieties of Maize Listed in the Common Catalogue
of Varieties of Agricultural Plant Species, Pursuant to Council Directive 2002/53/EC. 7
H. Genetically Modified Organisms (GMOs)
In February 2006, the European Food Safety Authority (EFSA)
published an opinion adopted in December 2005, according to
which the BASF Plant Science's genetically modified potato "EH92527-1" poses no threat to human health.2 8 Even though the potato is
intended mainly to be used in the production of starch for industrial
purposes, and not for direct human consumption, the company said
it could not exclude the possibility the potato or its starch could end
up in foodstuffs. 9

23.
24.
25.
26.
27.
28.

Regulation 780/2006,
Regulation 780/2006,
Regulation 780/2006,
Commission Decision
Commission Decision

whereas 2, at 9.
art. 2, at 9.
Annex, at 10.
2006/335, 2006 O.J. (L 124) 26 (EC).
2006/338, 2006 O.J. (L125) 31 (EC).

OPINION OF THE SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS ON
AN APPLICATION (REFERENCE EFSA-GMO-UK-2005-14) FOR THE PLACING ON THE
MARKET OF GENETICALLY MODIFIED POTATO EH92-527-1 WITH ALTERED STARCH
COMPosITION, FOR PRODUCTION OF STARCH AND FOOD/FEED USES, UNDER

(EC) No 1829/2003 FROM BASF PLANT SCIENCE THE EFSA JOURNAL
1-20, available at: http://www.efsa.europa.eu/science/gmo/
(2006) 324,
gmoopinions/1372/gmoop ej324_potatoeh92-527-len1.pdf.
29. Id.
REGULATION
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On March 9, 2006, the European Commission published Commission Decision 2006/197/EC Authorising the Placing on the
Market of Food Containing, Consisting of, or Produced From Genetically Modified Maize line 1507 (DAS-01507-1) Pursuant to
Regulation (EC) 1829/2003 of the European Parliament and of the
Council.' The authorization holders are Pioneer Overseas Corp
and Dow Agrosciences Europe Ltd."
L Transmissible Spongiform Encephalopathies(TSE)
On February 25, 2006, the European Commission published
Commission Regulation (EC) 339/2006 Amending Annex XI to
Regulation (EC) 999/2001 of the European Parliament and of the
Council as Regards the Rules for Importation of Live Bovine Animals and Products of Bovine, Ovine and Caprine Origin." According to this regulation, some countries for which the risk of TSE was
previously considered as "highly unlikely", are now added to the list
of countries submitted to "TSE-related trade conditions."3 3 Those
countries are Brazil, Chile, El Salvador, Nicaragua, Botswana, Namibia and Swaziland.34
j

Food Contaminants

On February 4, 2006, the European Commission published
Commission Regulation (EC) No. 199/2006 Amending Regulation
(EC) No. 466/2001 Setting Maximum Levels For Certain Contaminants in Foodstuffs as Regards Dioxins and Dioxin-like PCBs.'
Based upon scientific data available at the same time Regulation
(EC) No. 466/2001 was adopted, only levels of dioxins had been set.
In the light of new data, dioxin-like Polychlorinated biphenyls
(PCBs) new levels have been set in the new regulation. From November 4, 2006, any food or feed in which dioxins and dioxin-like
PCBs exceed the maximum levels laid down in Regulation (EC) No.
466/2001 as amended by Regulation (EC) No. 199/2006 will be
forbidden from being placed on the European market.

30.
31.
32.
33.
34.
35.

Commission Decision 2006/197, 2006 O.J. (L 70) 82 (EC).
Decision 2006/197, 2006 O.J. (L 70) 82.
Commission Regulation 339/2006, 2006 OJ. (L 55) 5 (EC).
Regulation 339/2006, whereas 1,2, at 5.
Regulation 339/2006, whereas 1,2, at 5.
Commission Regulation 199/2006, 2006 O.J. (L 32) 34 (EC)
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II. PENDING DRAFr REGULATIONS

A. Labeling: Health Claims
On May 16, 2006, the European Parliament adopted during
their second reading the Proposal for a Regulation on the use of
nutrition and health claims made on foods' issued by the Commission in July 2003.? The Council is yet to agree on the amended text
by the Parliament. The new legislation is expected to be finally
adopted in the December 2006.'
B. Food Fortificationwith Vitamins and Minerals
On May 16, 2006, the European Parliament also adopted during their second reading the Proposal for regulation of the addition
of vitamins, minerals and other substances to foods issued by the
Commission in November 2003.? The new regulation is also expected to be finally adopted by the Council in the December 2006.'
C. Food Additives
On June 5, 2006, the Council agreed to amend two directives
on additives: Council Directive 95/2/EC On Food Additives Other
Than Colours and Sweeteners and European Parliament and Council Directive 94/35/EC On Sweeteners for Use in Foodstuffs." In
October 2004, the European Commission had issued a proposal to
amend these Directives.2
36. Proposalfor a Regulation of the Council amending Regulation EC No../... on nutrition and health claims made on foods, COM (2006) 607 final (Oct. 13, 2006), availableat
http://eur-lex.europa.eu/LexUriServ/site/en/com/2006/com2006_0607 en0l.pdf.
37. Proposalfor a Regulation of the European Parliamentand of the Council on Nutrition and Health Claims Made on Foods, COM (2003) 424 final (July 16, 2003), available
at http://europa.eu.int/comrr food/fs/fl/flO7_en.pdf.
38. COM (2006) 607 final, at 2.
39. Proposalfor a Regulation of the Council amending Regulation EC No../..on the
addition of vitamins and minerals and of certain other substances to foods, COM (2006)
606
final
(Oct.
13,
2006),
available at
http://eur-lex.europa.eu/
LexUriServ/site/en/com/2006/com2006_0606en01 .pdf.
40. COM (2006) 606 final, at 2.
41. Council Directive 2006/52, 2006 OJ.(L 204) 10 (EC).
42. Proposalfor Directive of the European Parliament and of the Council amending
Directive 95/2/EC On Food Additives Other Than Colours and Sweeteners and Directive
94/35/EC On Sweeteners for Use in Foodstuffs, COM (2004) 650 final (Oct. 11, 2004),
availableat http://eur-lex.europa.eu/LexUriServ/site/en/com/2004/
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The proposed amendments to these two directives include
more stringent requirements for nitrites and nitrates in meate' (in
line with a European Court of Justice ruling of 2000" and a subsequent scientific opinion from the European Food Safety Authority
published in September 2003 on the levels of these substances which
can be considered safe in meat45 ). The proposed amended legislation
also withdraws some permitted additives, allow the use of new food
additives and extend permitted uses of some other food additives.'
Additionally it is to formalize the temporary European Commission
Decision banning the use of certain gelling agents in jelly mini cups,
which have been identified as a choking risk."
D. Metrology
In February 2006, the European Parliament approved with
amendments the Commission Proposal for a directive of the European Parliament and of the Council Laying Down Rules on Nominal
Quantities for Pre-packed products, Repealing Council Directives
75/106/EEC and 80/232/EC, and Amending Council Directive
76/21 1/EEC.' This new regulation aims at deregulating package
sizes for pre-packaged products for most sectors while keeping
mandatory nominal quantities only for a limited number of sectors.
In April 2006, the Commission prepared an amended proposal accom2004_0650en01.pdf.
43. COM (2004) 650 final, at 2, 3.
44. Case C-3/00, Denmark v. Comm'n., 2003 WL 100551, [2003] ECR 1-2643,
Celex No. 600J0003, EU: Case C-3/00, ECJ (Mar 20, 2003), available at
http://curia.europa.eu/jurisp/cgi-bin/form.pl?langen&Submit=Rechercher&all
docs=alldocs&docj=docj&docop=docop&docor=docor&docjo=docjo&numaff=C3/00%20%20&datefs=&datefe=&nomusuel=&domaine=&mots=&resmax= 100.
45.

OPINION OF THE SCIENTIFIC PANEL ON BIOLOGICAL HAZARDS ON A REQUEST

FROM THE COMMISSION RELATED TO THE EFFECTS OF NITRITES/NITRATES ON THE

(2003) 14, 1-34,
available at http://www.efsa.europa.eu/science/biohaz/biohaz opinions/229/
opinionbiohaz 04_enl.pdf.
46. COM (2004) 650 final, at 4-7.
47. COM (2004) 650 final, at 4.
48. Proposalfor a Directive of the European Parliament and of the Council Laying
Down Rules on Nominal Quantitiesfor Pre-Packed Products,Repealing Council Directives
75/106/EEC and 80/232/EEC, and amending Council Directive 76/21 1/EEC, COM
(2004)
0708
final,
available
at
http://europa.eu.int/eurlex/en/com/pdf/2004/com2OO4_O708en0l.pdf; Amended Proposal, repealing Council Directives 75/106/EEC and 80/232/EEC, and amending Council Directive
76/211/EEC,
COM
.(2006)
171
final,
available
at
http://eurlex.europa.eu/LexUriServ/site/en/com/2006/com2006_O17lenO 1.pdf.
MICROBIOLOGICAL SAFETY OF MEAT PRODUCTS, THE EFSAJOURNAL
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cepting some of the amendments proposed by the European Parliament.49
III. CASE LAW
A. Judgments Issued
1. Shallots
On January 10, 2006, following the submission of request for a
preliminary ruling deferred to it by the French Administrative Supreme Court ("Conseil d'Etat"), the European Court of Justice
(ECJ), held that the French Order of May 17, 1990 on the marketing
of shallots, which authorizes only vegetables grown by vegetative
multiplication to be sold in France under the name "6chalotte" (shallot), excluding the vegetables grown from seeds and marketed in
other Member Sates under the same name shallot, is contrary to
Article 28 of the EC Treaty and the principle of the free movement
of goods.' The ECJ added that an indication of the method of production of the shallots will be sufficient to inform consumers.5 1
2. Decision of the European Ombudsman
On April 12, 2006, the European Ombudsman has issued a decision on a complaint against the European Commission which allegedly failed to take the necessary steps in order to make Germany

49. Amended proposalfor a Directive of the European Parliament and of the Council
Laying Down Rules on Nominal Quantities for Pre-Packed Products, Repealing Council
Directives 75/106/EEC and 80/232/EEC,and Amending CouncilDirective 76/211/EEC,
COM (2006) 0171 final (Apr. 12, 2006), available at http://eurex.europa.eu/LexUriServ/site/en/com/2006/com2006_0 17len01.pdf.
50. Case C-147/04, De Groot en Slot Allium BV and Bejo Zaden BV v. Ministre
de l'Economie, des Finances et de l'Industrie and Ministre de l'Agriculture, de
l'Alimentation, de la Peche et des Affaires rurales (French Ministry of Economy
and French Ministry of Agriculture), 2006 WL 43924, [2006] ECR 1-245, Celex
No. 604J0147, EU: Case C- 147/04, ECJ (Jan 10, 2006), availableat (only in French
for
the
time
being):
http://curia.eu.int/jurisp/cgi-bin/form.pl?lang=
fr&Submit=Rechercher&alldocs=alldocs&docj=docj&docop=docop&docor=docor&
docjo=docjo&numaff=&datefs=&datefe=&nomusuel=&domaine=&mots=%C3%A9ch
alote&resmax=100.
51. Id.
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comply with two judgments of the ECJ regarding its packaging2 legislation for certain drinks (Case C-463/01 and Case C-309/02).1
In its rulings in Case C-463/0 1-considered by the Ombudsman
to be the only one relevant within the scope of Article 228 (1) of the
EC Treaty-the ECJ had ruled that the German Packaging Regulation
regarding an obligatory deposit and return system for non-reusable
packaging for mineral water, beer and soft drinks constituted a barrier to intra-Community trade."
In his decision, the Ombudsman concluded that the Commission wrongly interpreted the obligations incumbent on it pursuant
to Article 228 of the EC Treaty by failing to provide convincing arguments to show that no further steps to make Germany comply
with the judgment of the Court of Justice in Case C463/01" were
necessary.' Therefore, it is an instance of "maladministration. 5
The Ombudsman further noted that the Commission had in the
meantime closed the infringement case that led to the judgment of
the ECJ in Case C-463/01. However, in the other case, an infringement procedure still appears to be ongoing. The Ombudsman
therefore considered that his views could usefully be taken into consideration by the Commission in its assessment of this latter case. It
therefore did not appear to be necessary to consider trying to bring
about a friendly solution or making a draft recommendation in this
case.
IV. OTHER RELEVANT NEWS
A. Unofficial Documents and Announcements
1. Novel Foods
On June 2, 2006, an online consultation on the revision of
Regulation (EC) No. 258/97 of the European Parliament and Coun52. Case C463/01, Comm'n v. Germany, [2005] 1 C.M.L.R. 34; Case C-309/02,
Radiberger and others v. Land Baden-Wiurttemberg, 2004 WL 2900530, [2005] All

E.R. (EC) 1001, [2005] 1 C.M.L.R. 35, [2004] ECR 1-11763, Celex No. 602J0309,
EU: Case C-309/02, ECJ, (Dec 14, 2004), available at http://curia.europa.eu/
jurisp/c-bin/form.pl?lang=en&Submit=Rechercher&alldocs=alldocs&docj=docj&
docop=docop&docor=docor&docjo=docjo&numaff=C-309/02&datefs=&datefe=
&nomusuel-&domaine=&mots=&resmax= 100.
53. Case C-463/01, Comm'n v. Germany, [2005] 1 C.M.L.R. 34.
54. Id.
55. Id.
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cil Concerning Novel Foods and Novel Food Ingredients' was
launched by the European Commission to gather input from all interested parties (consumers, food industry, Member States, etc.) in
order to carry out an impact assessment for a future legislative proposal to revise the current regulation. Such revision is considered
necessary for several reasons, including to improve the present authorization procedure and to facilitate both internal and external
trade in foodstuffs. The consultation is to end on August 1, 2006.'
2. Food Labeling
In February 2006, the European Commission's Health & Consumer Protection Directorate (DG SANCO) has issued a consultative
document on food labeling to address the issues of competitiveness,
consumer information and better regulation 9 in order to redefine
the foundations of its approach and launch a dialogue with the
stakeholders. Interested stakeholders were to send their comments
to the Commission byJune 16, 2006.'
3. Nutrition Labeling
Following a previous consultation conducted in 2003, the European Commission has launched a new consultation in May 2006 on
a discussion paper on revision of technical issues6' raided by Council

56. See European Commission (EC), Public Consultationon Revision of Novel Food
http://ec.europa.eu/food/food/biotechnology/
Regulation EC N* 258/97

novelfood/initiativesen.htm (last visited Dec. 28, 2006);

EUROPEAN COMMISSION,
258/97 OF THE

EXPLANATORY DOCUMENT REVISION OF REGULATION (Ec) No
EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 27 JANUARY

1997

CONCERNING

NOVEL FOODS AND NOVEL FOOD INGREDIENTS (May 31, 2006), available at
http://ec.europa.eu/food/
[hereinafter EXPLANATORY
food/biotechnology/novelfood/nfia-expl-doc.pdf,
DOCUMENT]; and Council Regulation 258/97 of the European Parliament and
Council Concerning Novel Foods and Novel Food Ingredients", 1997 OJ. (L 43) 1

(EC).
57.

EXPLANATORY

DOCUMENT, supra note 56.

58. Id.
59.

EUROPEAN COMMISSION, HEALTH AND CONSUMER PROTECTION DIRECrORATE-

GENERAL,

LABELLING:

REGULATION FOR THE

COMPETITIVENESS,

CONSUMER

labellingnutrition/betterregulation/competitiveness
60. Id.
61.

INFORMATION

AND

BETTER

EU, (Feb. 2006), available at http://ec.europa.eu/food/food/
consumerjinfo.pdf.

EUROPEAN COMMISSION, HEALTH AND CONSUMER PROTECTION DIRECTORATE-

GENERAL, DIRECTIVE 90/496/EEC ON NUTRITION LABELLING FOR FOODSTUFFS:
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Directive 90/496/EEC On Nutrition Labelling for Foodstuffs.62
Stakeholders are to send their comments by July 14, 2006. According to this discussion paper, the main issues raised to Directive
90/496/EEC relate to updating the Dietary Reference Values for
vitamins and minerals, the definitions of nutrients, energy conversion factors, and tolerances for nutrient declarations.
In the meantime, the Confederation of the Food and Drinks
Industries of the EU (CIAA) has developed voluntary labeling guidelines for nutritional information on packaged goods. These recommendations have been prepared in line with the requirements set
in Directive 90/496/EEC.
4. Food Supplements
In February 2006, the European Food Safety Authority issued
guidelines on Tolerable upper intake levels for vitamins and minerals.'
In June 2006, the European Commission issued a Discussion
Paper on the issues raised by the setting of maximum and minimum
amounts for vitamins and minerals in foodstuffs. ' Interested stakeholders are to send their comments to the Commission by September 30, 2006.
European Parliament and Council Directive 2002/46/EC On
the Approximation of the Laws of the Member States Relating to
Food Supplements6 5 provides for the setting of maximum and minimum amounts of vitamins and minerals in food supplements. Similar provisions are also contained in the Regulation on the Addition
of Vitamins and Minerals and of Certain Other Substances to Foods

DISCUSSION PAPER ON REVISION OF TECHNICAL ISSUES (Feb. 2006), available at

http://www.food.gov.uk/multimedia/pdfs/nutritionlabeingdiscuss.pdf.
62. Council Directive 90/496, 1990 O.J. (L 276) 40 (EC).
63. SCIENTIFIC COMMITTEE ON FOOD, HEALTH AND CONSUMER PROTECTION
DIRECTORATE-GENERAL,

EUROPEAN

COMMISSION,

GUIDELINES OF THE SCIENTIFIC

COMMrITEE ON FOOD FOR THE DEVELOPMENT OF TOLERABLE UPPER INTAKE LEVELS
FOR
VITAMINS
AND
MINERALS
(Nov.
28,
2006),
available
at:

http://ec.europa.eu/food/fs/sc/scf/out8Oa.en.pdf
64. Scientific Committee on Food, Health and Consumer Protection Directorate-General, Discussion Paper on the Setting of Maximum and Minimum Amounts
for Vitamins and Minerals in Foodstuffs, (June 2006), available at
http://ec.europa.eu/food/food/labellingnutrition/supplements/discus-paper-am
ountvitamins.pdf.
65. European Parliament and Council Directive 2002/46, 2002 O.J. (L 183) 51
(EC).
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on which the European Parliament recently voted in favor but which
still needs to be adopted by the Council.
5. Food Hygiene
On January 5, 2006, the European Commission published a
new version of the Guidance Document on Certain Key Questions Related to Import Requirements and the New Rules on Food Hygiene and on
Official Food Controls.'
6.

Genetically Modified Organisms (GMOs)

In February 2006, the European Commission's Joint Research
Centre published a new report on the co-existence of GM and nonGM crops and seeds so as to identify how farmers can reduce the
"adventitious"-unintended and unavoidable-presence of genetically
modified material in non-genetically modified harvests.67
7. Aspartame
Following the controversial results of the study carried out on
the artificial sweetener aspartame during the summer of 2005 by the
Italian scientific Ramazzini Institute, the European Food Safety Authority reconfirmed the safety of this sweetener in an opinion of
May 3, 2006 after having carried out a new evaluation on the carcinogenicity of aspartame.
8. Obesity
The members of the EU Platform met on Diet, Physical Activity
and Health met on March 14, 2006, July 6 ,2006.' The purpose of
66. SCIENTIFIC COMMITTEE ON FOOD, HEALTH AND CONSUMER PROTECTION
DIRECTORATE-GENERAL, EUROPEAN COMMISSION, GUIDANCE DOCUMENT ON CERTAIN
KEY QUESTIONS RELATED TO IMPORT REQUIREMENTS AND THE NEW RULES ON FOOD
HYGIENE

AND

ON

OFFICIAL

FOOD

CONTROLS

(Jan. 5,

2006),

available at

http://ec.europa.eu/food/international/trade/interpretation imports.pdf.
67. A. Messean, F. Angevin, M. G6mez-Barbero, K. Menrad and E. RodriguezCerezo, NEW CASE STUDIES ON THE COEXISTENCE OF GM AND NON-GM CROPS IN
EUROPEAN AGRICULTURE, Technical Report Series of the Joint Research Center of the Euro-

pean Commission, EUR 22102 EN (Jan.
www.jrc.es/home/pages/eur22102enfinal.pdf.

2006)

available

at

http://
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the platform is designed to promote concrete actions designed to
contain or reverse current trends rather than an informational outlet;" the Platform meets every two months for plenary meetings so
as to monitor overall progress and discuss issues."
9. BSE
In March 2006, the Standing Committee on the Food Chain
and Animal Health adopted unanimously a favorable opinion on a
European Commission proposal to lift the embargo on United
Kingdom (UK) exports of live cattle, beef and beef products. The
ban on the export of UK beef had been issued in March 1996 (with
certain derogations introduced in 1999), due to the high incidence
of BSE cases in the UK at the time. Once the proposal is adopted
and published in the Official Journal, the UK will be able to export
live cattle born after August 1996, and bovine meat and products
produced after June 15, 2005, under the same terms as other Member States.

http://ec.europa.eu/health/ph-determinants/lifestyle/nutrition/platform/docs/
ev_20060314 mi en.pdf.
69. EU PLATFORM ON DIET, PHYSICAL AcrIVrrY AND HEALTH, PLENARY MEETING
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4
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2006

SUMMARY

REPORT,

available

at

http://ec.europa.eu/health/ph-determinants/life-style/nutrition/platform/docs/
ev_20060704 mi en.pdf
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EU
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for
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http://ec.europa.eu/health/ph-determinants/life-style/nutrition/platform/platfo
rm_en.htm.
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